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RULES  AND  REGULATIONS 


Fitle  21 — Food  and  Drugs 

CHAPTER  I— FOOD  AND  DRUG  ADMINIS¬ 
TRATION,  DEPARTMENT  OF  HEALTH, 

EDUCATION.  AND  WELFARE 

(Recodification  Docket  No.  16;  Docket  No. 

76N-05011 

SUBCHAPTER  B — FOOD  FOR  HUMAN 
CONSUMPTION 

REORGANIZATION  AND  REPUBLICATION 

The  Pood  and  Drug  Administration 
(FDA)  is  reorganizing  and  republishing 
certain  sections  of  the  general  regula¬ 
tions  together  with  the  human  food  reg¬ 
ulations  under  its  jurisdiction,  effective 
March  15. 1977. 

The  Commissioner  of  Food  and  Drugs, 
for  the  purposes  of  establishing  an  or¬ 
derly  development  of  informative  regu¬ 
lations  for  the  Food  and  Drug  Adminis¬ 
tration,  furnishing  ample  r(X)m  for 
expansion  of  such  regtilations  in  years 
ahead,  and  providing  the  public  and 
affected  industries  with  regulations  that 
are  e^y  to  find,  read,  and  understand, 
Initiated  a  recodiflcation  program 
for  Chapter  I  of  Title  21  of  the  Code  of 
Federal  Regulations. 

This  is  the  fifteenth  document  in  a 
series  of  recodiflcation  documents  that 
will  eventually  include  all  regulations 
administered  by  FDA;  this  document  in¬ 
corporates  certain  general  regulations 
applicable  to  human  food  formerly  under 
Subchapter  A  into  the  newly  organized 
Subchapter  B  but  does  not  set  forth 
those  regulations  administered  by  the 
Environmental  Protection  Agency  under 
Part  193.  The  full  text  of  Part  193,  trans¬ 
ferred  from  Part  121,  was  set  out  under 
Part  123  in  the  tenth  recodiflcation  docu¬ 
ment  published  in  the  Federal  Register 
of  March  28,  1975  (40  PR  14156) ;  Part 
123  was  subsequently  transferred  to  Part 
193  by  publication  in  the  Federal  Reg¬ 
ister  of  June  28,  1976  (41  PR  26565). 

The  foui-teenth  recodiflcatimi  docu¬ 
ment,  published  in  the  Federal  Register 
of 'September  10,  1976  (41  FR  38618), 
transferred  §  1.16  and  all  of  Subpart  C 
of  Part  121  to  Subchapter  E — Animal 
Drugs,  Feeds,  and  Related  Products. 
Upon  publication  of  this  fifteenth  recodi¬ 
flcation  document,  all  regulations  con¬ 
cerning  human  food  now  appear  under 
reorganized  Subchapter  B  (Parts  100 
through  199  > .  The  fourteenth  recodiflca¬ 
tion  document  also  transferred  all  other 
animal  food  regulations  fnwn  old  Sub¬ 
chapter  B  to  Subchapter  E  (Parts  500 
through  599  > .  At  that  time,  separation 
of  regulations  concerning  animal  food 
from  those  on  human  food  necessitated 
some  duplication  (with  chsuiges  for  edi¬ 
torial  clarification)  of  certain  sections 
in  Subchapter  B  and  Subchapter  E.  The 
reader  will  And  all  the  other  “old  sec¬ 
tions”  listed  in  the  redesignation  table 
appearing  in  the  preamble  to  the  Sep¬ 
tember  1976  recodiflcation  listed  again 
in  the  redesignation  table  below,  reflect¬ 
ing  their  position  in  Subchapter  B  num¬ 
ber-keyed.  as  far  as  practicable,  to  their 
section  number  in  Subc^pter  E  (e.g., 

§  1.7,  as  applicable  to  animal  f(x>d,  was 
redesignated  as  S  501.1  and,  as  applicable 
to  human  foods,  is  redesignated  below  as 
§  101.1). 


Changes  in  the  food  additive  number¬ 
ing  syst^  in  this  recodiflcation  have 
been  made  in  an  effort  to  provide  a  com- 
pr^ensive  system  to  solve  the  problems 
of  clarity  and  accessibility.  The  Commis¬ 
sioner  invites  suggestions  for  further  im¬ 
provement  to  make  the  food  additive  reg¬ 
ulations  clear  and  readily  accessible  to 
the  reader. 

The  following  table  shows  the  rela¬ 
tionship  of  the  CFR  section  numbers 
formerly  under  Subchapter  A  and  those 
sections  being  redesignated  under  the  re¬ 
organized  Subchapter  B  and  under  Sub¬ 
chapter  E.  This  conversion  table  includes 
all  changes  made  by  FDA  recodiflcation 
documents  numbered  14  and  15. 


4)1(1  s(*clion 

New  human  section 

1.7 _ 

101.1  . 

1.8 _ 

101.3  . . 

1.8a  . 

..  101.5 . 

1.81) . . . 

. .  101.10.5 . 

1.8c . 

...  101.8... . . 

1.8d . . 

...  101.2  . 

1.9 _ _ 

...  101.15 . 

r.io _ 

.  101.4  . 

1.10a . . 

...  101.100  . 

1.101) _  _ 

..  101.103 . . 

1.12 _ _ 

..  101.22 . 

1.13 _ _ 

...  101.17 _ _ 

1.15  .  _ 

..  101.18  . . 

1.16  - 

NA..  . . 1 _ 

1.17 . 

1.18—,  . 

.  . 

..  I01.2.T . 

3.2 _ _ 

..  100.1.50  . . 

..  100.135 . . 

3.17  _ 

..  166.40 . . 

3.19-  _ _ 

.3.20  . 

. 

..  100.160 . . 

3.23 . . . 

..  101.35 . . 

3.24  ...  _ 

..  100.145  . 

100.140 

3..38  . . 

..  161.30 . 

.3..51  _ 

.  101.33  ...  - 

3.69  _ 

..  100.120  . . 

3.72  . 

100.130  . 

.3.87  _ 

..  100.1.55 . . . . 

.3.88, 

101.6  . 

3.9;1  _ _ 

..  109.15  . . 

3.2r)2  .  .. 

..  101.29  .  . 

3.206  _ 

.131.2.5  . . 

3.207  . 

101.10 . 

10.1  _  .... 

10.2 . . . 

..  1.30.5 . . . 

10.3 . 

..  130.8... . 

10.4 . 

130.20  . 

10.5. . . . 

..  1.30.17.-  . 

10.6 . 

..  i;«.i2 . 

10.7. 

130.14  . 

10.8 . . . . 

.  1.30.6 . 

11.1 . . 

..  103.5 . . 

11.2 _ 

..  103.3 . . 

11.5 . . 

..  103.2:1 . . 

11.6 . 

..  103.29 . 

11.7 . 

-  103.35  . 

14.1 . . . . 

-.  16.3.110 . . 

14.2 . ^ . 

..  163.111 . 

14.3 

14.4 . . 

..  163.113  . : . 

14.5 _ _ 

.  163.114  . 

14.6 . - . 

-  163.123  . 

14.7 . 

..  16.3.130  . 

14.8 _ 

..  16.3.140 . . . . 

14.0.. 

163.135  . 

14.10 . 

163.145  . 

14.11 . 

..  16.3.1.53  . 

14.12 . 

..  16;J.1.50  . . 

14.13 . . 

..  163.1.55 . 

14.14 . 

..  163.117 . 

15.1 . 

—  137.ia5  . 

1.5.10 . . . 

..  l;t7.165 . 

15.20 . 

..  137.155 . 

1.5.30- . . 

..  137.160 . 

15.40 . . . 

„  137.220 . 

15.50 . ,.... 

..  137.180 . 

15.60- . 

..  137.185... . .- 

15.70 . 

..  137.175 . - 

15.75 . 

..  137.170 . 

1.5.80 . 

..  187.200 . 

15.90 .  137.20.5  . . 

15.100 .  137.225...,.— 

15.110 .  137.195 . 

15.120 . : .  137.1i»0 . 

15.130 .  137.300 . 

15.140 .  137.305 _ 

15.150 .  137.320 . 

15.500  . .  137.250 . 

15.501  .  137.275 . 


New 

New  human  section  animal 
section  ■ 


15.502  .  137.255 . 

15.503  . .  137.280 . 

15.504  .  137.265.. 

15.506  . . .  137.285 . 

15.506.. . .  137.270 . 

15.507  . .  137.290 . 

15.508  .  137.211 . 

15.509  . .  137.215 . 

15.510.  .; .  1,37  230 

15.511  .  137.245! 

16.512  .  137.240 . 

15.513  .  137.260 . 

15.614 .  137.235 . 

15.525  .  1.37.350 . 

16.1  . 139.110 . 

16.2  .  139.120 . 

16.3  .  139.138 . 

16.4  . .  139.140 . 

16.6 . 139.125 . . 

16.6  . 1.39.1.50 . 

16.7  .  139.180... . 

16.8  .  139.160 . 

16.9  . . . 139.115 . . 

16.10  .  .  1.39.155 . 

16.11  .  139.135 . 

16.12  . .  1,39.165 . . . 

16.13  .  1.3<I.121 . 

16.14  .  1.39.122 . 

16.15  . 1.39.117 . 

17.1  . 1.36.3 . 

17.10  .  136.110 . 

17.20  . . .  1.36.115 . 

17.30  . . .  136.1.30 . 

17.40 .  136.160 . 

17.50 . .  136.180 . 

17.60 .  136.165. . 

18.1  . 131.3 . 

18.2. . .  131.110 . 

18.10  . 131.135- . 

18.20  . .  131.145 . 

18.30  .  131.180 . 

18.501  .  131.155 . 

18.511  .  131.1,57 . 

18.515  . 131.150 . 

18.520  . . .  131.130 . 

18.525  .  1.31.115 . . 

18.530  .  131.120 . 

18.540  .  131.125 . 

18.54.5  .  131.127... . 

18.550.. . .  131.160 . 

18.555.. . .  131.162 . 

18.560 .  131.185.., . . . 

18.565  .  1.31.187 . 

18.. 570 . .  1.31.164 . 

18.575  .  131.189 . 

19.499  .  1.33.3 . 

19.500  .  1.33.11.3 . 

19.502  . .• .  1.33.114-.- . 

19.503  . . l;«.116 . 

19.505  .  123.136 . . 

19.507 .  133.137 . 

19.510  .  1,3.3.118 . 

19.512  . 133.119 . 

19.. 51.3 . . .  133.121 . 

19.515  . 123.13;i... . 

19.520  .  1.33.162 . . . 

19.525  .  1.33.129 . 

19.530  . .  133.128 . 

19.531  .  1.33.131- . 

19.535 .  1.33.141- . . . 

19.537 .  133.14,"> . . 

19.540  .  133.195 . 

19.542  .  1.33.196 . . . 

19.543  .  1.33.149 . 

19.544. .  133.185 . 

19.54.5  . . . 1.33.108 . - . 

19.547 .  1.31.1»W . 

19.550 .  133.160  . . 

19.5.51 .  133.161 . . .  -. 

19.555 .  131.  i;« . . 

19.580 . .  131.142 . . 

19.565  .  133.106 _ _ 

19.. 567 .  133.141 . 

19.569_ .  133.164  . 

19.570 .  i:i3.184 . 

19.575  .  133.1.52 . . . . 

19.580 . -  ’133.153 . . 

19.585 .  i;i3.1.54 . . 

19.. 590 .  131.181 . . . 

19.591 .  1.33.111 . . 

19.595 .  133.165 . 

19.600 . 133.1,35 . . 

19.601- .  1.33.1.57 . 

19.605  .  133.1.56 . 

19.606  .  133.158 . . . 

19.610 .  133.183 . 

19.615 .  133.102 . 

19.620 .  133.103 . 

19.625 .  138.104 . 

19.635 .  133.127 . 

19.637 .  133.186 . 

19.639 .  133.140 . 

19.650 .  133.150 . 

19.655 .  133.187 . 

19.660 .  133.188 . 


See  footnotes  at  end  of  table. 
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Old  section 


New  human  section 


New 
animal 
section  > 


19.665 . . 

..  133.182 . 

NA 

19.670 . . 

..  133.190 . 

N.4, 

19.675 . . 

„  133.191 . 

N.\ 

19.680 . 

..  133.148 . 

NA 

19.085  . . . 

..  133.189 . 

NA 

19.7.V) 

NA 

19.751 . 

..  133.167 . 

.NA 

m.755 . . 

..  133.170..  . . 

NZ 

19.760 . 

..  133.171 . 

NA 

19.763 . 

..  133.168 . 

NA 

19.765 . 

..  133.173 . 

NA 

19.770 . . 

..  133.174 . 

NA 

19.775 . 

..  133.179 . 

_ 

NA 

19.776. . . 

..  133.175 . 

N.4 

19.780.!^... . 

..  133.180 . 

NA 

19,781 . 

..  133.176 . 

NA 

19.782 . 

.-  133.134 . 

NA 

19.783 . 

..  133.178 . 

NA 

19.785 . 

..  133.123 . 

NA 

19.787 . 

..  133.124 . 

NA 

19.788 . 

..  1.33.125 . 

NA 

19.790 . 

..  133.147 . 

NA 

19.791 . 

..  133.146 . 

NA 

19.792 . 

..  133.193 . 

NA 

20.1 . 

..  135.80 . 

.NA 

20.2 . 

..  135.10 . 

NA 

20.3 . 

..  135.40 . 

NA 

20.4 . 

..  135.30 . 

NA 

20.5  .  . 

NA 

20.6 . 

„  _ 

..  135.55 . 

.NA 

20.7 . 

..  135.70 . 

NA 

20.6 . 

..  135.50 . 

NA 

22.1 . 

..  169.3 . 

NA 

22.2 . 

..  169.175 . 

. 

NA 

22.3 . 

..  169.176 . 

_ 

NA 

22.4 . 

..  160.177 . 

N.A 

22.5 . 

1.^169.178 . 

NA 

22.6 . 

..  169.180 . 

NA 

22.7 . 

..  169.181 . 

NA 

22.8 . 

..  169.179 . 

.NA 

22.9 . 

..  169.182 . 

.  NA 

25.1 . 

..  169.140 . 

NA 

25.2 . 

..  169.115 . 

NA 

25.3 . 

..  168.150 . 

NA 

261 . 

..  168.111 . 

N.A 

26.2 . 

..  168.110 . 

N.A 

26.3 . 

..  168.130 . 

N.A 

26.4 . 

..  168.121 . 

. 

NA 

26.5 . 

..  168.122 . 

NA 

27.1 . . 

..  145.8 . 

N.A 

27.1  exceut  (*) 
tlirouKU  (n)  and 

146.8 . 

... 

NA 

(0)  (1)  and  (4). 

27.2 . 

..  145.170(a) . 

. 

NA 

27.8 . 

..  145.170(b) . 

. 

NA 

27.4 . 

..  14.5.170VC) . 

NA 

27.5 . 

..  145.173 . 

. 

NA 

27.6 . 

..  145.171 . 

. 

NA 

27.10 . 

..  145.m(a) . 

NA 

27.11 . 

..  145.115(b) . 

NA 

27.12 . 

..  145.115(c) . 

NA 

27.18 . 

..  145.118 . 

_ 

NA 

27.14... . 

..  145.116 . 

NA 

27.15 . 

..  145.190 . 

NA 

27.20 . 

..  145.175(a) . 

NA 

27.21 . 

..  145.175(b) . 

_ 

NA 

27.22 . 

..  145.175(c) . 

NA 

27.28 . 

..  145.178 . 

_ 

NA 

27.24 . 

..  145.176 . 

. 

NA 

27.25 . 

..  145.140 . 

NA 

27.30 . 

..  145.12S(a) . 

N.A 

2741 . 

..  145.125(b) . 

NA 

27.82 . 

..  145.125(c) . 

NA 

27.88 . . 

..  145.128 . 

NA 

27.84  . 

..  145.126 . 

N.A 

27.i5  . 

..  145.120 . 

NA 

27.40 . 

..  145.185(a) . 

NA 

27.41 . 

..  145.185(b) . 

. 

N.A 

27.42 . 

..  145.135(c) . 

N.A 

27.43 . 

..  1A5.136 . 

N.A 

27.45 . 

..  14.5.185(a) . 

NA 

27.46 . 

..  145.185(b) . 

. 

N.A 

27.47 . 

..  145.185(c) . 

NA 

27.50 . 

-.  145.180(a)  . 

. 

NA 

27.51 . 

..  145.180(b) . 

NA 

27..52 . 

..  145.180(c) . 

NA 

27.54 . 

..  146.186(a) . 

NA 

27.55 . 

..  146.186(b) . 

NA 

27.56 . 

..  146.185(c) . 

NA 

27.57 . 

..  145.181 . 

NA 

27.60 . 

..  146.187 . 

_ 

NA 

27.70 . 

..  145.130 . 

NA 

27.71 . 

..  145.134 . 

. 

NA 

27.73 . 

..  145.131 . 

_ 

NA 

27.80 . 

..  145.110(a) . 

_ 

NA 

27.R1  _ 

..  145.110(c) . 

NA 

27.90 . 

..  145.145(a) . 

NA 

27.91 . 

..  145.145(b) . 

_ 

NA 

27.92 . . 

..  145.145(c) . 

NA 

27.99 . . 

..  146.115 . 

NA 

27.100 . . 

..  146.125 . 

. 

NA 

27.101 . . 

..  146.120 . 

NA 

27  lft2 

..  146.126.  . 

NA 

27.103 . . 

„  1461.121 . 

- 

NA 

See  footnotes  at  end  of  table. 
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New  human  section 
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section  ■ 


27.106 .  14«.1*5 . N.V 

27.106  . W*.137 .  NA 

27.107  . H«.140 .  NA 

27.106 .  146.141 .  N.V 

1^.10!* .  146.146 .  NA 

*^.110 .  146.150 .  NA 

27.111  .  146.145 .  N.A 

27.112  .  146.151 .  NA 

27.113  .  146.152 .  NA 

27.114  .  146.153 .  .N.A 

27.115  .  146.154.: .  NA 

27.125  .  146.183 .  NA 

27.126  .  146.113 .  NA 

27.127.. .. .  146.110 .  NA 

27.128 .  146.111 .  NA 

27.131 .  146.1.30 .  NA 

27.150  .  146.166 .  NA 

27.151  . .  146.16!» .  N.A 

27.152  . .  146.170 .  N.A 

27.153  . .  146.171 . NA 

27.154  .  146.172 .  N.A 

27.155  . . .  146.175 .  N.A 

27.1.56 .  146.176 . N-A 

27.157  .  146.177 .  -.  N-A 

27.158  .  146.155 .  N.A 

27.151* .  146.1.56 . N.A 

27.160  .  146.158 .  N.A 

26.161  .  146.1S0... .  N.A 

27.162  .  146.100 .  .N.A 

27.163  .  146.161 .  NA 

27.161 .  146.163 .  N.A 

27.165 .  146.164 .  N.A 

27.166.. : .  146.165 .  NA 

27.167  .  146.166 .  -N.A 

27.168  .  146.167 .  .N.A 

28.1  .  lS2.126(a) .  NA 

28.2.. - .  I.52.1280>> .  NA 

29.1  .  150.110 .  NA 

29.2  .  150.140 .  N.A 

29.3  .  150.160 .  N.A 

29.4  .  150.141 .  N.A 

29.5  .  150.161 .  N.A 

30.1  .  168.180 .  NA 

30.2  .  168.140 .  N.A 

30.3  . .  168.130 .  .N.A 

30.4  .  168.18») .  N.A 

31.1  . -  . -  165.175 . . .  NA 

36.3..  .  161.173(c) .  N.A 

365 .  161.145(a) .  N.A 

36.6.. - .  161.145(c) .  NA 

3610 .  161.130 .  NA 

36.11  . 161.131 .  N.A 

36.12  .  161.182 .  N.A 

36.13  .  161.138 .  N.A 

86.14  .  161.184 .  NA 

36.15  .  161.185 .  NA 

8616 .  161.136 .  NA 

86.17  .  161.187 .  NA 

36.18  .  161.138 . NA 

86.19  .  161.189 .  NA 

86.20  .  161.140 .  NA 

8680 .  161.175 .  N.A 

36.31 .  161.176 .  N.A 

87.1  .  161.190(a) .  NA 

87.3  .  .  161.190<c) .  NA 

r.lO . 161.170(a) .  NA 

87.12 .  161.170(c) .  N.A 

42.1  .  160.100 .  NA 

42.10  .  160.115 .  NA 

42.-20 .  160.110 .  NA 

42.30  .  160.105 .  NA 

42.40 .  160.180 .  NA 

42.50  .  160.190 .  NA 

42.60 .  160.185 .  NA 

42.70  .  160.140 .  NA 

42.71  .  160.150 .  NA 

42.r2 .  160.145 .  NA 

45.1  .  166110 .  NA 

46.1  .  164.150 .  NA 

46.51  .  164.110 .  NA 

46.52  .  164.120(c) .  NA 

50.1  .  1568 .  NA 

50.2  . 15e.l70(a) .  NA 

50.8  .  156170(b) .  NA 

51.1  .  156.170(a) .  NA 

51.2  .  155.170(1)) .  NA 

51.8  .  186.170(c) .  NA 

51.4  .  155.172(a) .  NA 

51.5  .  155.172(b) .  NA 

51.6  .  155.172(c) .  NA 

51.10  . 155.12IKa) .  NA 

51.11  . ..155.130(b) .  NA 

51.20  .  155.180(a) .  '  NA 

51.21  . 186.ia0(b) .  NA 

51.22  .  155.130(c) .  NA 

51.30  .  155.Ul(a) .  NA 

51.82 .  156.181(c).„ .  NA 

51A03 .  156301(c) .  NA 

51.990 .  155.200 . NA 

53.1 .  156145 .  NA 

58.5 .  156.147 .  NA 

5610 .  156.104 .  NA 

53.20 .  156102 .  NA 

53.30  .  156.101 .  NA 


New 

Old  section 

New  human  section 

animal 
section  ' 

53.40 . 

15.5.190(a) . 

N  V 

53.41 . 

185.190(b) . 

NA 

53.42 . 

15i.l90(c) . 

.NA 

80.1 . 

105.85 . 

.N.A 

85.1 . 

197.810 . 

NA 

85.2 . 

197.812 . 

.N.A 

85.3 . 

197.820 . 

NA 

85.4 . 

197.825 . 

NA 

8.5.5 . 

197.82'*  . 

N.A 

A5.6 . 

197  A30 . 

N.A 

85.7 . 

19T.840 . 

NA 

85.8 . 

197.850 . 

N.A 

8.5.9 . 

197.855 . 

.N  A 

85.10 . 

197.860 . 

N  V 

8.5.11 . 

lyr.STO . 

N.A 

A5.12 . 

197.880 . 

N.A 

85.13 . 

197.885 . 

NA 

85.14 . 

197.815 . 

NA 

85. 16 . 

197.310 . 

NA 

8.5.17 . 

197.812 . . 

.N.A 

A5.18 . 

197.320 . 

N.A 

8.5.19 . 

197.32.5 _ ; . 

NA 

85.20 . 

lOT.-W . 

N.A 

85.21 . 

197.330 . 

N.A 

85.22 . 

197..H0 . 

NA 

85.23 . 

197.3,50 . 

NA 

85.24 . 

197.3A5 . 

N.A 

85.2.5 . 

197.360 . 

NA 

85.26 . 

197.370 . 

N.A 

85.27 . 

197.380 . 

N.A 

85.28 . 

197..385 . 

N.A 

85.29 . 

197.315 . 

N.A 

90.1 . 

108.3 . 

.508.  3 

9a2 . 

108.19 . 

.508. 19 

90.3 . 

106.5 . 

.508.  .5 

90.4 . 

108.7 . 

.508.7 

90.5 . 

10810 . 

.508.10 

90.6 . 

108.6 . 

.508.6 

90.7 . 

108.12 . 

.508. 12 

90.20 . 

10835 . 

508.  .35 

100.1 . 

MM.S . 

NA 

100.2 . 

104.19 . 

N.A 

100.5 . 

104.47 . 

NA 

102.1 . 

102.5 . 

.502.  5 

102.2 . 

102.19 . 

502. 19 

102.5 . 

102.54 . 

NA 

102.6 . 

102.57 . 

NA 

102.7 . 

MBJSO . 

N.A 

102.8 . 

102.47 . 

NA 

102.9 . 

102.32 . 

NA 

102.10.... . 

102.30  . 

NA 

102.11 . 

102.26 . 

NA 

102.12 . 

102218 . 

NA 

102.13 . 

102.39 . 

N.A 

102.14 . 

108.45 . 

NA 

102,15 . 

102.49 . 

NA 

102.16 . 

108.55 . 

NA 

102.17 . 

102.41 . 

NA 

102.19 . 

108.37 . 

NA 

121.1 . 

170.3 . 

>  5Ta  3 

121.2 . 

170.19 . 

570. 19 

121.3 . 

170.30 . 

570. 30 

121.4 . 

170.18 . 

570. 18 

121.5  -  — - 

170.2*2 . 

.570. 

121.6 . 

170.20 . 

570.  20 

121.8 . . 

170.10 . 

NA 

121.10 . 

170.45 . 

NA 

121.11 . 

170.6-.-- . 

.570. 6 

121.12 . 

170.50 . 

NA 

121.13  .  . 

170.60 . 

N.A 

121.14 . 

181.6 . 

.NA 

121.40 . 

170.35 . 

.57a  35 

121.41 . 

170.38 . 

570.  38 

121.51  except  (k)  and 

171.1 . 

.571. 1 

(1). 

121.51  (k)  and  (1). 

171.100  . . 

.571. 100 

121.52 . 

171.7 . 

121.53 . 

171.6 . - . 

.571. 6 

121.54 . 

171.102 . 

.  .571.  lirj 

121.55 . 

171.110 . . 

571. 110 

121.72 . 

170.15 . 

.570.  1.5 

121.74 . 

171.130 . 

.  .5711:10 

121.75 . 

170.17 . - . 

.570. 17 

121.101  except  table 
in  (d)  ana  (e) 

182.1 . . 

.582.  1 

throuith  (i). 

121.101(d) . 

182.1085 . 

.W2.  1005 

182.100<t . 

.  .w.  uimi 

182.1083 . 

.  .582.  1033 

102.1045 . 

.NA 

182.1047 . 

NA 

182.1057 . 

.  582. 1057 

182.1061 . 

.  .582. 1061 

182.106!* . 

.  .582.  10*>.* 

182.1078 . 

.  .582. 1073 

182.1077 . 

.  582. 1077 

182.1087 . 

.58-2. 1(W 

182.1091 . 

.582. 1091 

182.1095 .  , 

.V82. 109.5 

182.1090 . 

.  .582.10!*:* 

182.1125 . 

.  582.1125 

182.1127 . 

.  .582.1127 

182.1120 . 

.  .582. 1129 

182.1181 . 

.  582.1131 

182.1185 . 

582. 1135 
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RULES  AND  REGULATIONS 


Old  section 


New 

New  human  section  animal 
section  ■ 


12J.10I(<n. 


..182.1137 . 

582.1137 

182.1189 . 

582.1139 

182.1141 . 

582.1141 

18-2.1143 . 

.582. 1143 

182.1155 . 

.582. 11.55 

18-2.1165 . 

582.1165 

182.1180 . 

NA 

182.1191 . 

.582. 1191 

182.1193 . 

582. 1193 

182.1195 . 

.582. 1165 

182.1109 . 

58-2. 1199 

18-2.1205 . 

.58-2. 1205 

18-2.1207 . 

.58-2. 1207 

18-2.1-210 . 

.582. 1210 

182.1217 . 

.582. 1217 

18-2.1235 . 

582. 1-235 

182.1240 . 

58-2. 1240 

182.1275 . . 

582. 1-275 

182.1295 . 

NA 

182.1320 . 

582. 1320 

182.1324 . 

582.1.324 

182.1355 . 

.582. 1355 

182.1.366 . . 

.582. 1.366 

182.1400 . 

.582. 1400 

182.1425 

582. 142.5 

18-2.1428 . . . 

582. 1428 

182.14.31 . 

582. 14.31 

182.1440 . - 

NA 

182.1480 . 

.582.1480 

182.1500 . 

.582. 1500 

182.1516 . 

.582. 1516 

182.1540 . 

__ 

.582. 1.540 

182.1.545 

NA 

182.1.565 . . . 

.582. 1.565 

182.1613 . 

582. 161.3 

.582. 1619 

18-2.1625 . 

582. 1625 

I82.IAU 

582. 1631 

182.1643... . 

.582. 1643 

182.1655 . 

582. 1655 

182.1666 . 

582.1666 

182.1685 . 

5821685 

182.1711 

582.1711 

182.1721 . . 

582. 1721 

182.1736 . 

.582  17:t6 

182.1742 . 

.582. 1742 

182.1745 . 

5821745 

182.1748 . 

.582  1748 

182.1751.. . 

582. 1751 

182.1763 . 

,582  1763 

182.1775 . 

5821775 

182.1778 . . 

__ 

.582  1778 

182.1781 . 

.582. 1781 

182.1792 . 

.5821792 

18-2.1804.. . 

582.1804 

18-2  1810 

.582. 1810 

182.1901 . . 

582  1901 

182.1911 . . . 

NA 

182.197.3  . 

.582. 1973 

182.1975 . 

.582. 1975 

182.1978 . 

.582  1978 

182.2122 . 

582  2122 

182.2227 . 

582. 2>-27 

18-2.2437 . 

.. 

582. 24.37 

182.2727 . 

582.2727 

182.2729 . 

582. 2729 

182.2906 . 

582.29(« 

182.3013 . 

.582.  .301 3 

•  NA . 

582. 3021 

182.3025 . 

NA 

182.3041 . 

582. 3041 

182.3081 . 

582.  .3081 

182.3089 . 

.582.  .3(*9 

182.3109 . 

582. 3109 

182..3149 . 

.582  3149 

182..3169 . 

.582 .3169 

182.3173 . 

582. 3173 

1S2.3189 . 

58?.  3189 

182..3221 . 

.582.  .T221 

182.3-225 . 

.582.  .32-25 

182.3280 . 

.582.  .3280 

182.3336 . 

.582. 3.336 

•  NA . 

.582.3490 

182.3616 . 

.582.  .3616 

182.3637 . 

.582.3637 

182.3640 . 

.582.  .3640 

•  NA . 

582  3660 

182.3670 . 

582.3670 

182.3731 . 

582. 3731 

•  NA . 

58-2. 3733 

182.3739 . 

.582  3739 

182.3766 . 

582.3766 

182.3784 . 

58-2  3784 

182.3795 . 

.582. 3795 

182.3798 . 

582  3796 

182.3845 . 

.582  3845 

182.3862 

.582  3862 

182.3890 . 

.582. 3890 

182.4029 . 

NA 

182  4037 

NA 

182.4053 . 

NA 

182.4101 . 

582  4101 

182  4105 

NA 

182  4.505 

5824505 

182.4531 . 

— 

5824531 

:  end  of  table. 

Old  section 


121.101  (d)-Jk_. 


New 

New  human  section  animal 
section  > 


._182.45fi0 .  NA 

182.4606  .  582.4666 

182.5013 . 582.5013 

182.5017  .  582.5017 

182.5049  .  582. 5M9 

182.5065  .  562.5001 

182.5118  .  562.5118 

182.5145 .  .■*2.5145 

182.. 51.'i9 .  .'*2. 5159 

182.. 5191 . .582.5191 

182.. 5195 .  .582..5ia5 

182.. 520t .  582.  .5201 

182.. 5210 .  .582. 5210 

182.. 5212 .  .582.5212 

182.5217  .  58-2.  .5217 

182.5223 .  .582.  .5^23 

182.5230 .  .5-28.  .5-230 

18-2..5245 . .  582.  .5-245 

182.. 5250 . t .  .582.  .52.50 

182.. 5252 .  .582.  .5-25-2 

182.5-260 . - .  58-2.  .5260 

182.. 526.5 .  NA 

>NA .  .582.  .5-271 

182.. 5273  .  ..t .  .582.  .5273 

182.. 5.-101 .  582.  .5301 

182.. VtOt .  .582.  .5304 

182.. 5.306 . .-*-2.5306 

182.5;«>8 .  .582.  .5.308 

182.. 5.311 .  .582.5.311 

18-2..5.31.5 .  .582.  .5315 

182.5.361 .  .582.  .5.361 

182.5.370 .  .582.5370 

182.. 5.37.'> .  .582.  .5375 

182.. 5;«1 .  .582.  5381 

182.. 540H .  .582.  .5408 

182.5411  .  .582..54I1 

182.. 54.31 .  .582.54.31 

182.. 54;34 .  .58-2.  54.34 

182.. 5443 .  .582.  .5443 

152.. 5446 .  .582.  .5446 

182.. 5449 .  .58-2.5449 

182.. 54.52 .  .582.54.52 

182.54.55 .  .58-2.  .54.55 

182.. 54.58. .  .58-2.  .54.58 

182.. 5461 .  .582.  .5461 

182.. 5464 .  .582.5404 

182.. 5470...’. .  .58-2.  .5470 

182.5475 .  .582.  .5475 

182.. 5477 .  .582.  .5477 

182.. 5530 .  .58-2.  .5510 

182.. 553.5 . . .  .58-2. -55.55 

18-2..5580 .  .582.  .5580 

182.. 55<10 .  .58-2.  .5590 

182.. 5622 .  .58-2.  .56-22 

182.. 56-28 .  .582.  .5628 

482.50.34 .  .582.  .56.34 

»NA .  .582.  .56.50 

lK2..567fl .  .582.  .5676 

182.. 569.5 .  .582.  .5695 

182.. 5697 .  .582.  .5697 

182.. 5701 .  .582.5701 

182.. 5772 .  .582.5772 

182.. 5778 .  .582.5778 

18-2..58;i.5  .  582.5835 

182.5875 .  .582.5875 

18-2..5878 .  .582.5878 

182.. 5881 .  .582.  .5881 

152.. 5890 . .  .58-2.  .5890 

18-2..58!|-2  .  .58-2.  .'*'.•2 

182.. 591.5 . .  .582.  .5915 

182.. 59-20 .  .582.  .5920 

182.592.5  .  58‘2..V.f25 

182.. 5930  . .  582.  .5930 

18-2..5933 . 582.5933 

182.. 1936 .  .582.5936 

182.. 594.5  .  .582. 5945 

18-2..5950  .  .582.  .5950 

182.. 59.58  .  .582.  .59.53 

182.. 5!*.5  . .  .58-2.  .5**5 

182.. 5988  . . .  .582..5i«8 

182.. 5991  .  .582.  .5'.I91 

18-2..5!m . .582.5994 

182.. 5997  .  .582.  .5997 

182.0033  .582.6033 

182.6085 .  .582.0085 

182.0099 .  .582. 6099 

182.6185 . .582.6185 

182.6U8 .  582.0193 

182.6195 .  .582.6195 

182.6197  .  582.6197 

182.6199  .  582.6199 

182.6203  .  582.6203 

182.6215 .  .582.6215 

182.6219 .  582. 6219 

182.6285  .  582.6285 

182.6290  .  582.6290 

18-2.6380  .  582.6386 

182.6611 . 582.6511 

182.6625 .  ,582.6825 

182.67.51 .  582.6751 

182.67,54  .  582.6754 

182.6757  .  582.6757 

182.6700  .  582.6760 

18-2.676!t .  .582.6760 


Old  section 


New  human  section 


New 
animal 
section  ‘ 


121.101(d) - 182.6778... .  .'182.6778 

182.6787 .  .'*2. 6787 

182.6789 .  .58-2.678'.t 

182.6801 .  .582.6801 

182.6804 . .58-2.08(0 

182.6807 .  .582. 6807 

182.6810 . .582.6810 

182.68.51 .  .58-2. 6851 

182.711.5  .  .582.711.5 

182.7133 .  .582. 7133 

182.7187 .  .582. 7187 

182.725.5  .  .582.72.55 

*NA . . .  .582.7330 

*  NA . . .  .582.7333 

•NA .  58-2.7389 

’  NA .  .58-2.7343 

•  NA .  58-2.7349 

•NA .  .58-2.7351 

182.7610 .  .582. 7610 

182.7724 . 58-2.7724 


121.101(e)(1)  .  182.10 

121.101(e)(2) _  182.30 . 

121.101(e)(3) .  182.30 . 

121.101(e)(4)  ..  . .  182.40 . 

121. 101(e)  (.5) .  182..50 . 

121.101(f)  .  NA . . 

121.101(8) .  182.00 . . 

121.101(h) . . .  182.!*) . 

121.101(1) .  182.70 . 

121.102 _ : .  182.99 . 

121.101  exc«-|»t  ((j) . 184.1 . 

121.104(k)(1)  .  184.1490 . 

r21.10l((!)(2) .  184.1660 . 

r21.101(K)(4)  . .  184.1835 . 

121. 101(8)  (.5) .  184.1343 . 

12l.l04(R)((i)  .  184.1(r21 . 

121.104(k)(7) .  181.1733 . 

121.104(k)(8) .  184.1317 . . . 

r21.104(B)(13) _  184.1282 . 

121.104(r)(17)  .  184.1333 . . . 

121.10t(K)(18).  .  184.1351 . 

121.10t(R)(19) .  184.1330 . . 

121.104((j)(-2t)) .  184.1349 . 

1-21.104((!)(-21) .  181.1099 . 

121.1(M((!)(2-2) .  184.1-271 . 

121.m(g)(-23) .  184.1272 . 

1'21.104((!)(24) .  184.1-293 . 

121.104(b)(2.5) .  184.1983 . 

l-21.101(R)(2(j) . 184.1R50 . 

121.104(r)(-27) .  184.1339 . 

121. 10.5  (except  (f)) .  186.1 . 

121.105(0(1) .  186.1343 .  . 

121.105(f)(2)  .  186.1339  . 

121.1ft5(fK3)  .  186.1673  . 

l-21.1(t5(n(4).  186.1330  . . 

121.106  except  (d)  189.1 . 

and  (e). 

121.106(<1)(1) .  189.110  . 

1-21. 106(d)  (2) .  189.14.5 . 

121.106(d)(3) .  189.175 . 

121.106(d)(t) .  189.130 . 

121.1()6(d)(.5) .  189.135 . > . 

l-21.106(d)(6) .  189.180 . 

121.106(d)(7) .  189.155 . 

121.1(16(d)(8) .  189.190 . 

121.106(d)(9). .  189.1-20 . 

121.106(d)(10) .  189.165 . 

121.106(d)(ll) .  189.140 . 

121.106(e)(1) .  189.-2-20 . 

121.106(e)(2) .  189.-280 . 

121.106(c)(3) . 18<).-250..: . 

121.201 . NA . 

121.-202 . NA . 

121.203  . NA . 

121.206 .  NA . 

121.209 . NA . 

121.219 . NA . 

121.222 . NA . 

1-21.2-23 . NA . 

121.-2-24 . NA . 

121.229  . NA . 

121.230  . NA....,, . 

121.-231 . NA...... . 

121.234 . NA 


.582. 10 
.582.20 
■582.30 
.58-2.  40 
.58-2.  .50 
.58-2. 80 
.58-2.  60 
NA 
NA 
.582.  99 
NA 
.  NA 
NA 
NA 
NA 
NA 
NA 
NA 
NA 
NA 
NA 
NA 
NA 
NA 
NA 
NA 
NA 
NA 
NA 
NA 
NA 
NA 
NA 
NA 
NA 
NA 

NA 
NA 
NA 
NA 
NA 
NA 
NA 
NA 
NA 
NA 
NA 
NA 
NA 
NA 
.573. 400 
.573. 880 
.573820 
.573. 50>) 
.573. 180 
.578. 480 
.578. 1000 
573. 700 
.573. 640 
.57?.  mo 
.573  4-20 
573  300 
573  600 

121.235 . NA .  .573  860 

121.-286 . NA .  573.840 

121.239.; . NA .  .573  780 

121.242 . NA .  .573  660 

121.246  . NA .  .573  680 

121.247  . NA .  573.580 

121.-250 . NA... .  .573.-260 

121.-261 . NA. .  .573  720 

121.265 . NA .  .573  82,, 

121.272  . NA .  573  9^ 

121.273  . NA .  .573  9K 

121.275 . NA.. .  573  52” 

121.283 . NA .  573  980 

121.-284 . NA.,.‘, .  5731020 

121.285  . NA';...; .  573.160 

121.286  . NA.C-i.: .  573  820 

121.288 . NA....: .  573120 

121.295 . NA _ .  573  760 
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New 

Old  seetloD 

New  tamaii  section 

■nimel 
Beetton  > 

121.298 . NA .  573. 4*0 


121.802 . 

121.308 . 

. NA . 

NA . 

673.200 

573.280 

121.307 . 

. NA . 

673.880 

121.813 . 

-  NA  _ _ 

673.240 

121.319 . 

-  NA _ 

573. 140 

121A20 . 

. NA . 

673.800 

121.322 . 

. NA . 

673.340 

121.825 . 

. NA . 

573.920 

121.328 . 

. NA . 

673.220 

121.320 . 

.  ..  NA _ 

573.460 

121.1000  _ 

172  J5 . 

NA 

121  torn 

.  172.140  .  _ 

NA 

121.1002. . 

172.320 . 

NA 

121.1004 . . 

172A62.'. . 

NA 

121.1008 

.  172.838 . 

NA 

121.10081 . 

172.840 . . 

NA 

121.1010 

172.726 _ 

NA 

121.1012  .. 

.  172A22 . 

NA 

121.1015 

.  172.868 . 

NA 

121.1018 

.  172.818 _ 

NA 

121.1017 . . 

.  172.120 . 

NA 

121  1018 

172.828  .  _ 

NA 

121.1019 . . 

.  172.894 . 

NA 

121  1021 

172J174 _ 

NA 

121.1023 . 

. I72A02 . 

NA 

121.1027 _ 

. 172.814 . 

NA 

121  1028 

172.878 _ 

NA 

121.1020 

_  172.842 _ 

NA 

121.1030 . 

.  172.838 . 

NA 

121.1031 . 

. 172A92 . 

NA 

121.1002 

172.480 _ 

NA 

121.1034 . 

. . 172.115 . 

NA 

121.1005 

172.110 _ 

NA 

121.1038 

172.832 . 

NA 

121.1037 _  -. 

.  172.330 . 

NA 

121.1039 . . 

.  173.255 _ 

NA 

121.1040 

173  230  .  _ 

NA 

121.1041 . 

.  173.290 . 

NA 

121.1042. . 

. . 173.210 . 

NA 

121.1043 

.  173.240 _ 

NA 

121  1044 

_  173.250 . 

NA 

121.1046. . 

_  173.270 _  ... 

NA 

121.1047. . . 

_  _  172.844 _  _ 

NA 

121  1048 

.  172.M8 _ 

NA 

121.1050 

172.216 . 

NA 

121.10M. . 

.  172.136 . 

NA 

121.1058  _ 

172.480 . 

NA 

121.1069 . 

. 172.616 . 

NA 

121.1000 

_  172.360 . 

NA 

121  1083  . 

172.170 _  _ 

NA 

121  1084  . 

172.175 _ 

NA 

121.1066 . 

.  173.880 . 

NA 

121.1000 . 

. 172A20 . 

NA 

121.1087 . 

.  172.626 . 

NA 

121  1080 

172.856 _  _ 

NA 

121.1009 . 

.  172.860 . 

NA 

121.1070 . 

172.880 _ 

NA 

121  1071 

172A03 . 

NA 

121  1073 

172J176 _ 

NA 

121  1077 

172.280  _.  _ 

NA 

121.1(M0 _  .. 

172.7.55  . 

NA 

121  1081 

. .  172.575 _ 

NA 

121.1082 . 

_  172.560 . 

NA 

121.1084 . 

. .  172.736 . 

NA 

121.1086 

172  J06.., . 

NA 

121.1080 _  .. 

172.586 _ 

NA 

121.1087 . 

. . 172A88 . . 

NA 

121.1088 _ 

173U110 . 

NA 

121.1089 _ 

.  _  172.130 _ 

NA 

121  1080  .  . 

.  172.5.36 _ 

NA 

1211001  . 

_  173.315 _ 

NA 

121.1092 . 

. 173.5 . 

.  NA 

121.1095 . 

. 172.315 . 

NA 

121.1097 . 

. 172J80 . .-. 

NA 

121.1098 . 

_ _  172.890 . 

NA 

191  inOQ 

173  340 

NA 

121.1100 . 

. .  172.370 . 

NA 

121.1101 . 

. .  173.275 . 

NA 

121.1102 _ 

172.715 

NA 

121.1106 . 

. .  172.236 . 

NA 

121.1109 . 

. .  172.530 . 

NA 

121.1110 . 

173.80 _ 

NA 

121.1111 . 

172JM8 _ 

NA 

121.1112 . 

. .  172.872 . 

NA 

191.111;^ 

172.858 _ _  . 

NA 

121.1114 . 

. .  172.396 . : . , 

NA 

19111111  .. 

172.190 _ 

NA 

191  1110 

172.255 _ 

•  NA 

191  non 

172.854. .  _  _ _ _ 

NA 

121.1122. . 

.  172.850 _ 

NA 

12l.tl2S _ 

172485 . . 

NA 

191  112ft  _ 

172.896 . 

NA 

121  1130  . 

172  350  .. 

NA 

121.1132 . 

.  172.160 . 

NA 

121  1134  _. 

I72J45 _ _ 

NA 

121.1136 . 

172.410 . 

NA 

121.1186. . 

172.775 . 

NA 

191  1117  . 

I72AI0.  _  .  . 

NA 

121.1139 . 

.  .  173J15 _ 

NA 

191  1141  . 

172A10_.  _  _ 

NA 

131  1142 

172.280 _  _ 

NA 

1211148 

172878.  .  _ 

NA 

121.1148. . 

- .  173.26 . . . 

NA 

8«e  footnotes  at  end  of  taMe. 


Old  seetion 

New  hnnien  eectkm 

New 
•nimel 
eeetion  ■ 

Old  section 

New  bumen  section 

New 
animal 
section ' 

121.1149 _ 

172.366 . - 

NA 

121.2631 . 

..  178.3910 . . 

NA 

121.1161 . 

172.316 _ .' . 

NA 

121.2532 . . 

..  177.1610 . 

NA 

121  11.54 

172.  W2 . 

NA 

121.2633 . 

..  177.1240  . 

NA 

121.1IA5  .. 

173.330 . 

NA 

121.2634 . 

..  178A1-20 . 

NA 

121.11.58  _. 

172.886 . 

NA 

121.2535 . 

..  177.2800 . 

NA 

121.1160 . 

172.870 . 

NA 

121.2636 . 

..  177.2260 . 

NA 

121.1161 . 

172.770 . 

NA 

121.2887 . 

..  176.180 . 

NA 

121.1162 . 

172.730 . 

NA 

121.2538 . 

..  176.120 . 

NA 

121.1163 . 

172.510 . 

NA 

121.2589 . 

..  176.850 . 

NA 

121.1164 . 

172..515 . 

NA 

121.2640 . 

..  17.5.850 . 

NA 

121.1166 . 

173.130 . 

NA 

121.2641 . 

..  178A400 . 

NA 

121.1166 . 

172.880 . 

NA 

121.254 . 

..  179.45 . 

NA 

121.1170 . 

173.135 . 

NA 

121.2544 . 

..  178.3950 . 

NA 

121  1171 

17S485 . 

NA 

121  .-2646 . 

..  177.1950 . 

NA 

121.1174. . 

172.610... . . 

NA 

121.-2646 . 

..  176.260 . 

NA 

121.1178 

173.220 . 

NA 

1-21.2547 . 

..  178.1010 . 

NA 

121.1179 . 

172.210 . 

NA 

1-21.2548 . 

..  175.390 . 

NA 

121.1180  . 

173.20  . 

NA 

1-21.2549 . 

..  177.1460 . 

NA 

121.1181 . 

173.346 . 

NA 

121.2550 . 

..  177.1210 . 

NA 

121.1182  . 

172484  . 

NA 

121.2551 . 

..  178A300 . 

NA 

121.1183  . 

172.ra . 

NA 

121.2562 . 

..  17»A900 . 

NA 

121.1185 . 

172J20 . 

NA 

121.2553 . 

..  178.3570 . 

NA 

121.1188  . 

172.14ft  . 

NA 

121.2554 . 

..  177.1820 . 

NA 

121.1190.  . 

1T2.^  . 

NA 

131.2555 . 

..  177.1550 . 

NA 

121.1192  .  . 

173.10  . 

NA 

121.2556 . 

..  178.3800 . 

NA 

121.1193.  . 

177,693 .  . 

NA 

1-21.-2557 . 

..  176.200 . 

NA 

121.1194  _ 

172,730  . 

NA 

121.2558 . 

..  178.8530 . 

NA 

121.1195  _  .  . 

1791110  _ 

NA 

121.2559 . 

..  175.380 . 

NA 

121.1197 . 

172.785 . 

NA 

1-21.256) . 

..  176.250 . 

NA 

121.1198 . 

172.824 . 

NA 

121.2561 . 

..  178.8450 . 

NA 

121.1199 . 

173.180 . 

NA 

121.2562 . 

..  177.2600 . 

NA 

121.1202 . 

172.385 . 

NA 

121.2563 . 

..  178.8970 . 

NA 

121.1208 

172.2S0 . . 

NA 

121.2564 . 

..  177.1310 . 

NA 

121.1208 . 

172.180 . 

NA 

121.2865 . 

..  178A290 . 

NA 

121.1209.  . 

173.3&5  . 

NA 

121.2566 . 

..  178.2010 . 

NA 

121.1211 . 

172.846 . 

NA 

121.2567 . 

..  177.1400 . 

NA 

121.1218 . 

172.190 . 

NA 

121  .-2569 . 

..  175.320 . 

NA 

121.1219 . 

172.230 . 

NA 

121.2570 . 

..  177.ISS0 . 

NA 

121.1221 . 

172.834 . 

NA 

1-21.2571 . 

..  176.180 . 

NA 

121.1224 

172.605  . 

NA 

121.3572 . 

177.1650  _ 

NA 

191  !??.<> 

172.710 . 

NA 

1-21.2573 . 

178.3730 

NA 

121.1228 . 

172.276 . 

NA 

121.2574 . 

..  177.1580 . 

NA 

121.1229  .  .  . 

172420 . 

NA 

121.2575 . 

..  175.250 . 

NA 

121.1280 . 

172.177 . 

NA 

121. 2576 . 

„  177.2120 . 

NA 

121.1233 . 

173.120 . 

NA 

121.-2577 . 

..  175.125 . 

NA 

121.1235 . 

172.808 . 

NA 

121.2578 _ 

.  17iZlfl 

NA 

121.1237 . 

172^83 . 

NA 

121.2579 . 

--  177.1440 . 

NA 

121.1238 . 

172.864 . 

NA 

121.2580 . 

-  177.1600 . 

NA 

121.1239 . 

172.888 . 

NA 

121. 2581 _ 

177.  9430 

NA 

121.1244 . 

172.186 . r.— 

NA 

121.2582 . 

..  177.1330 . 

NA 

121.1246 . .*. . 

173.40 . 

NA 

121.2583 . 

..  178.3010 . 

NA 

121.1250 . 

172  JMM . 

NA 

121.2584 . 

..  177.2710 . 

NA 

121.1265 . 

173.160 . 

NA 

121.2585 . 

__  177. 2»0  _ 

NA 

121.1267 . 

172A12 . 

NA 

121.  2586 . 

..  17A3710 . 

NA 

121.1268 . 

172.804 . 

NA 

121.2587 . 

..  177.2410 . 

NA 

121.1269 . 

173.166 . 

NA 

121.2.588 _ 

178  3700 

NA 

121.1280 

173.145 . 

NA 

121.2589  .  _ 

..  178.3620  . 

NA 

121  1282 

172.896 . 

NA 

121.2590  _ 

177  1490 

NA 

121. 1383  . 

172.336 . 

NA 

121.  2591 _ 

177.  lOlO 

NA 

121.1286  . 

173.110 . 

NA 

121.2592 _ 

178  3870 

NA 

121.1288 

172.225 . 

NA 

121.25<a 

177  2510 

NA 

I2I.12B7  _ 

173.280 . 

NA 

121.2594 . 

.  178  3850 

NA 

121.1288 . 

172.712 . 

NA 

121.2596 . 

..  177.1900 . 

NA 

121.2000 

181.1 . 

NA 

121.2596  . 

178.3900 

NA 

121.2006  (Introductory 

181 J2 . 

NA 

121.2597 . 

..  178.3790 . 

NA 

offer) 

121.2598 . 

-  177.1670 . 

NA 

121.2006(e) . 

181 J4 . 

NA 

121. -2599 . 

178  360 

NA 

121.2006(bX . 

181.28 . 

NA 

121.2800 . 

..  17A36S . 

NA 

121.2006(C) . 

181.26 . 

NA 

121.2601 

IT.ft  !Mn 

NA 

121.2n06(d) . 

181.38 . 

NA 

121.2602  . 

178  9850 

NA 

121.2005(e) . 

181.27 . 

NA 

121.2603 . 

.  177. 3460 

NA 

121.2006(0 . 

181.28 . . 

NA 

121.2801 . 

178.3600 

NA 

121.2006(g) . 

181.29 . 

NA 

121.2605 . 

..  1788770 . 

NA 

121.2006(h) . 

181.80 . 

NA 

121-2606 

—  17&3SHO . 

NA 

121.2010 . 

181.82 . 

NA 

121.2607 

t7R 

NA 

121.2500. . 

174.1 . 

NA 

121.2608 _ 

177  1970 

NA 

121.2501 . 

177.1630 . 

NA 

121.2609 . 

177. 196« . . . 

NA 

121.2602. . 

177.1800 . 

NA 

121.2610 . 

..  177.1430 . J . 

NA 

121.2603 . 

178.3930 . 

NA 

121.2611 . 

..  177. 1830  . 

NA 

121.2606 . 

176.300 . 

NA 

121.2612 

I7.ft.770 

NA 

121.2506. . 

178.3520 . 

NA 

121.2613 . 

„  177. 2500  . 

NA 

121.2.507. . 

177.1200 . 

NA 

121.2614 . 

..  177.1480 . 

N.\ 

121.2508 . 

178.2580 . 

NA 

121.2615 . 

..  178  3610  . 

NA 

121.2509 . . 

178.3860 . 

NA 

1-21. 2616 

17K.34N0 

N.\ 

121.^10. . 

177. 1640 . 

NA 

121. 2617 . 

..  177.1.570 . 

N.A 

12l.%ll  _ 

178.3740 . 

NA 

121.2618. . 

..  178.3720  <_ 

NA 

121.2612. . 

176.110 .  .... 

NA 

121.2619  ... 

177.1380 . 

NA 

121.2613. . 

178.3750 . . . 

NA 

121.2620 . 

..  178A280 . 

NA 

121.2614 . 

175JOO . 

NA 

121.2621  _ 

..  177.2400 . 

NA 

121.2616 . 

176.180 . 

NA 

121.2622 . 

..  177,1810 . 

NA 

121.2616. . 

176Jt3n _ 

NA 

121.2623 

..  177.1960. 

NA 

121  2517 _  _ 

m.iiSD _ 

NA 

121.2624 . 

..  178.3660 . 

NA 

1212518  _ 

176.180 _ 

NA 

121.2625  . 

..  177.1060 . 

N.A 

121.2519 . 

176.210 _ 

NA 

121J2626 . 

..  177.1820 . 

NA 

121.2520. . 

175.106 . 

NA 

121.2627 . 

..  177.1030 . 

NA 

121.2521 . 

177.1980 . 

NA 

121.2628 . 

.  177.2460 . 

NA 

I21J2622. . 

177.1680 . 

NA 

121.2629 . 

..  177.1040 . 

NA 

121.2523  _ 

177.1380 . . . 

NA 

121.2630  _ 

.  178A780 . 

NA 

121.2534 _ _ 

m.lSRO _ 

NA 

121.2631 

.  177.2280 . 

NA 

12lJi625 . 

176.210 . 

NA 

121.2632 . 

.  177.1590 . 

NA 

m.2626 . 

176.170 _ _ 

NA 

121.2633. . 

.  177.1030 . 

NA 

121J637 _ 

17L313D_..  „  „ 

NA 

131.2684 . 

.  177J010 . 

NA 

131.2S28 . - 

177.1340.. _ 

NA 

121^636  _ 

.  177.1630 . 

NA 

121.2&a8. . 

ITtJSO _ 

NA 

131.2638. . 

.  177.2210 . 

NA 

121.2830. . 

178.3860 . . 

NA 

121.2637 . 

.  177.2470 . 

NA 
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old  sts-tioD 

New  liuaian  section 

New 
Rnimal 
section  * 

121.J638  .  . . 

....  177.2480 . 

NA 

121.3001 . . 

....  179.21 . 

NA 

121.3003 . 

....  179.22 . 

NA 

121 .3000 

....  179.39 . 

NA 

121.3007 

....  179.24 . 

NA 

121.3008 

....  179.30 . 

NA 

121.4000 

...  180.1 . . . 

NA 

121.4001  . 

....  180.37 . 

NA 

121.4001  . 

...  180.30 . . 

NA 

121.400.'> 

...  180.25 . . 

NA 

121.4010 

...  180.22 . 

NA 

122.1  . 

...  100.3 . . 

m.z 

122.10 

...  100.30 . . 

500.30 

12,5.1  . 

...  105 J . 

NA 

12.5.2  . 

...  105.60 . 

NA 

12.5.3 

...  105.77 . 

NA 

125-5..  . 

...  105.65 . 

NA 

125.fi . 

...  105.67 . 

•  . 

NA 

125.7  . 

...  105.79 . 

NA 

1-25.8  . 

...  105.62 . 

NA 

l-25.<.t  .. 

NA 

128.1 . . . 

...  . 

...  110.3- . 

NA 

1-28.2  . 

...  110.1 . 

NA 

1-28.3  . . 

...  110.20  . 

NA 

128.4  . 

...  110.40 . 

NA 

128..5  . 

...  110.35 . 

NA 

128.fi  . 

...  110.37 . 

NA 

128.7 . . . 

..  110.80. . 

NA 

128.8  . 

...  110.10 . 

-NA 

1-J8.H . 

...  110.19 . 

NA 

128.10  _ _ 

...  110.09 . 

NA 

l-28a.I 

..  1-22.3.. . 

NA 

1-280.2 

..  1-«1 _ 

NA 

1280..-1 

.  122.30 . 

NA 

128B.4 

122.40  . . 

-.  . 

.NA 

1280.5...  _ 

.  .  122-15 _ _ 

NA 

128a.«...  - 

...  1-2-2.37 _ _ 

_ 

NA 

128a.7... . 

.  .  122.80 . 

NA 

12^.401  .  _ 

123J* . - 

NA 

128e.4<rj  .  . 

i2a.i . . 

NA 

128a.4(a 

12:i.2(»  . . 

N.\ 

128a.4(M ...  _ 

.  .  123.40 _ 

NA 

128b.  4<15 

...  123.;i5 . . 

NA 

128a.40(i  .  _ 

.  .  123..-17.. . . 

..  - 

NA 

1280.407 _ 

.  123.80 . 

NA 

l-iSli.l 

.507. 3 

128li.2 

...  _ _ 

...  113.1 _ _ 

.507.1 

1281>.3..  _ 

...  113.81.. . 

_ 

.507. 81 

128)1.4  .  _ 

._  11.3.83 _ _ 

.  -  - 

507.8.3 

128I1..5.  . . . 

...  113J17 _ 

507.87 

128li.fi  _ 

.  113.40.. . 

.507.40 

128)1.7 

...  m.6n. .  .. 

507.60 

)28)i.8 

.  .  ILLWO _  .  .. 

.507. 100 

128)1.0  .  _ 

...  113A9 . . 

. 

.507.80 

128)).)0  _ 

...  113.10 _ 

507. 10 

128(-.l _ 

...  U8..3 _ 

- 

NA 

128C.2  . 

...  118.1. . . 

NA 

128e.3  .  .  . 

...  118.30 . . . . 

NA 

128C.4 

118.441 . 

NA 

128c  .5..  _ 

118-35...  . . 

NA 

128C.6  ..  - 

.  m..37.... . . 

..  .. 

.NA 

128C.7  ..  _ 

.  118.80  . . 

NA 

I’iSc.H  . 

...  118.100.. . 

NA 

128d.l  .  . 

12».3 . . . 

NA 

128d.‘>.  - 

...  12!*.l... . 

NA 

l-28d.3.  .  _ 

...  120.20 _ 

NA 

128d.4. 

...  129.40 . . 

NA 

128d.5.  _ 

...  129.35 . . . 

N.A 

12Si.:<7  .  .  - 

NA 

128d.7. . . 

..  12<.t.80 . . 

NA 

»  Tlio  text  of  the  animal  fowl  ropulationa  listed 
In  tills  <-oluinnare  set  forth  in  the  fourteenth 
re«-<Millieution  doi'iimeat  published  in  the  Fki»- 
KBAi.  Kkoistkr  of  Sept.  10,  1976  (41  FR  38618). 

‘  8  .570.3  d«>es  not  include  pars,  (n)  and  (o) 
of  former  $  121.1. 

“The  procedure  for  lUtinp  suhstancea  when 
affirmed  as  GRAS  is  to  eliminate  them  from 
listinp  in  Part  182  (formerly  $  121.101(d) ). 
For  substances  affirmed  as  GRAS  in  human  food, 
see  Parts  184  and/or  186.  For  all  GRAS  sub¬ 
stances  in  animal  food  see  Part  582  (piiblisheil 
in  the  Federal  Register  of  September  10,  1976 
(41  FR  38618)). 

The  changes  being  made  are  nonsub¬ 
stantive  in  nature  and  for  this  reason 
notice  and  public  procedure  are  not  pre¬ 
requisites  to  this  promulgation.  For  the 
convenience  of  the  user,  the  entire  text 
of  reorganized  Subchapter  B,  except  Part 
193  under  the  jurisdiction  of  the  Envi¬ 
ronmental  Protection  Agency,  is  set  f(Mto 
below. 

Dated:  March  4. 1977. 

JOSXPH  P.  Hile, 
Associate  Commissioner  for 
Compliance. 


SUBCHAPTER  B — FOODS  FOR  HUMAN 
CONSUMPTION 

Part: 

100  General. 

101  Food  labeling. 

102  Common  or  usual  name  for  notistand- 

ardized  foods. 

103  Quality  standards  for  foods  with  no 

identity  standards. 

104  Nutritional  quality  guidelines  for  foods. 

105  Foods  for  special  dietary  use. 

108  Emergency  permit  control. 

109  Unavoidable  contaminants  in  food  and 

food-packaging  material. 

110  Current  good  manufacturing  practice 

in  manufacturing,  processing,  pack¬ 
ing.  or  holding  human  food. 

113  Thermally  processed  low -acid  foods 
packaged  in  hermetically  sealed  con¬ 
tainers. 

118  Cacao  products  and  confectionery. 

122  Smoked  and  smoke-flavored  fish. 

123  Frozen  raw  breaded  shrimp. 

129  Processing  and  bottling  of  bottled 

drinking  water. 

130  Food  standards:  general. 

131  Milk  and  creaSD- 

133  Cheeses  and  related  cheese  products. 

135  Frozen  desserts. 

136  Bakery  products. 

137  Cereal  flours  and  related  products. 

139  Macaroni  and  noodle  products. 

145  Canned  fruits. 

146  Canned  fruit  juices. 

150  Fruit  butters.  Jellies,  preserves,  and  re¬ 
lated  products. 

152  Fruit  pies. 

155  Canned  vegetables. 

156  Vegetable  juices. 

158  Frozen  vegetables. 

160  Eggs  and  egg  products. 

161  Fisli  and  shellfish. 

163  Cacao  products. 

164  Tree  nut  and  peanut  products. 

165  Nonalcoholic  beverages. 

166  Margarine. 

168  Sweeteners  and  table  sirups. 

169  Food  dressings  and  flavorings. 

170  Food  additives. 

171  Food  additive  petitions. 

172  Food  additives  permitted  for  dii'ect  ad¬ 

dition  to  food  for  human  cojisump- 
tion. 

173  Secondary  direct  food  additives  per¬ 

mitted  in  food  for  human  consump¬ 
tion. 

174  Indirect  food  additives,  general. 

175  Indirect  food  additives — adhesive  coat¬ 

ings  and  compnynents. 

176  Indirect  food  additives — paper  and 

paperboard  components. 

177  Indirect  food  additives — polymers. 

178  Indirect  food  additives — adjuvants, 

production  aids,  and  sanitizers. 

179  Irradiation  in  the  production,  proc¬ 

essing  and  handling  of  food. 

180  Food  additives  permitted  in  food  on 

an  interim  basis  or  in  contact  with 
food  pending  additional  study. 

181  Prior-sanctioned  food  ingredients. 

182  Substances  generally  recognized  as  safe. 
184  Direct  food  substances  affirmed  as  gen¬ 
erally  recognized  as  safe. 

186  Indirect  food  substances  affirmed  as 
generally  recognized  as  safe. 

189  Substances  prohibited  from  use  in  hu¬ 
man  food. 

193  ’  Tolerances  for  pesticides  in  food  a«  .- 
ministered  by  the  Environmental 
Protection  Agency. 

197  Seafood  inspection  program. 

*  Full  text  of  this  part,  transferred  from 
former  Part  121,  was  set  04tt  under  Part  123 
in  the  tenth  recodifleation  document  pub¬ 
lished  in  the  Federal  Register  of  March  28. 
1975  (40  FR  14168).  Part  123  was  subae- 
quently  transferred  to  Part  IBS  by  publica¬ 
tion  in  the  Federal  Register  of  June  28.  1978 
(41  FR  26565). 


PART  100 — GENERAL 

Subparts  A— F — [Reserved] 

Subpert  G — Specific  Administrative  Rulings  and 
Decisions 

Sec. 

100.120  Artificially  red-dyed  yellow  varieties 
of  sweet  potatoes. 

100.130  Combinations  of  nutritive  and  non¬ 
nutritive  sweeteners  in  ‘‘diet  bev¬ 
erages.” 

100.135  Di^>oeition  of  incubatcN*  reject  eggs. 
100.140  Label  declaration  of  salt  in  frozen 
vegetables. 

100.145  Notice  to  packers  of  comminuted 
tomato  products. 

100.150  Notice  to  packers  and  shippers  of 
shelled  peanuts. 

100.155  Salt  and  iodized  salt. 

100.160  Tolerances  for  moldy  and  insect- 
infected  cocoa  beans. 

Authority:  Sec.  701,  52  Stat.  1055-1056 
as  amended  (21  U.S.C.  371)  unless  other¬ 
wise  noted. 

Subparts  A-F  [Reserved] 

Subpart  G — Specific  Administrative 
Rulings  and  Decisions 

§  100.120  .Artificiallv  red-dyed  yellow 
varieties  of  sweet  potaloe«. 

(a)  It  has  been  the  practice  of  some 
growers,  packers,  and  distributors  of  yel¬ 
low  varieties  of  sweet  potatoes  to  arti¬ 
ficially  color  the  skins  of  such  potatoes 
with  a  red  dye.  Surveys  made  by  the 
Food  and  Drug  Administration  and  let¬ 
ters  received  by  the  Administration  from 
consumers  reveal  that  this  practice  can 
deceive  those  persons  who  prefer  the 
naturally  red  varieties-  of  sweet  pota¬ 
toes.  Also,  representatives  of  the  red 
sweet  potato  industry  have  alleged  that 
some  consumers  refuse  to  purchase  any 
red  sweet  potatoes  since  they  cannot 
distinguish  between  the  naturally  red 
ones  and  those  artificially  colored  with 
red  dye. 

(b)  The  Food  and  Drug  Administra¬ 
tion  concludes,  therefore,  that  yeUow 
varieties  of  sweet  potatoes  artificially 
colored  with  a  red  dye  are  adulterated 
within  the  meaning  of  section  402  (b)  of 
the  Federal  Food,  Drug,  and  Cosmetic 
Act. 

(c)  The  Food  and  Drug  Administra¬ 
tion  will  consider  appropriate  regulatory 
action  regarding  such  adulterated  sweet 
potatoes  shipped  in  interstate  commerce 
if  the  act  of  adulterating  the  potatoes 
o(xurs  after  90  days  following  the  date 
of  publication  of  this  statement  of  policy 
in  the  Federal  Register. 

(Sec.  402(b),  52  SUt.  1046-1047  (  21  U.S.C. 
342  (b)).) 

§  100.130  Conibinalions  of  nutritive  and 
nonnutrilive  sweeteners  in  ^'diet 
beverages.*’ 

As  a  result  of  the  removal  of  cyclamic 
acid  and  its  salts  from  the  list  of  sub¬ 
stances  generally  recognized  as  safe 
(Part  182  of  this  chapter)  by  an  order 
published  in  the  Federal  Register  of 
October  21.  1969  (34  PR  17063),  the 
Commissiimer  of  Food  and  Drugs  has  re¬ 
ceived  inquiries  as  to  the  pr(H>er  com¬ 
position  and  labeling,  from  the  stand¬ 
point  of  application  of  the  Federal  Food. 
Drug,  and  Cosmetic  Act,  of  so-called 
“diet  beverages”  that  win  be  made  from 
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mixtures  of  nutritive  sweeteners  and  sac¬ 
charin  or  its  salts.  The  Commissioner 
concludes  that: 

(a)  Any  “diet  beverage”  or  diet  bever¬ 
age  base  made  with  combinations  of 
nutritive  and  nonnutritive  sweeteners 
must  be  so  formulated  that  each  in¬ 
gredient  is  one  which  is  generally  recog¬ 
nized  as  safe  and  is  not  a  food  additive 
as  defined  in  section  201  <s)  or  a  color 
additive  as  defined  in  section  201  (t)  of 
the  act,  or  if  it  is  a  food  additive  or  a 
color  additive  as  so  defined,  is  used  in 
accordance  with  a  regulation  established 
pursuant  to  section-  409  or  706  of  the 
act. 

(b)  The  product  is  to  be  so  formulated 
that  its  caloric  value  is  at  least  50  i>er- 
cent  less  than  the  caloric  value  of  the 
comparable  product  made  without  ar¬ 
tificial  sweeteners.  In  no  case  shall  the 
beverage  provide  more  than  6  calories  per 
fiuid  ounce. 

(c)  If  it  is  to  be  marketed  under  a 
pame  heretofore  used  on  a  product  rep¬ 
resented  to  have  no.  or  only  a  few,  cal¬ 
ories  per  serving,  the  name  shall  be  modi¬ 
fied  by  the  word  “new”  for  at  least  1 
year  following  the  time  such  product  is 
introduced  in  a  given  market. 

(d)  (1)  The  label  must  bear  a  com¬ 
plete  stat^ent  of  ingredients  except 
that  spices,' flavorings,  and  colorings  may 
be  designated  as  such  without  naming 
each. 

(2)  The  label  must  bear  a  statement 
of  the  caloric  content  per  fluid  oimce,  the 
carbohydrate  content  per  fluid  oimce,  a 
statement  of  the  percentage  of  saccharin 
or  saccharin  salt  used,  and  the  statement 

“Contains  _  mg  saccharin  (or 

saccharin  salt,  as  the  case  may  be) 
per  oimce,  a  nonnutrlUve  artificial 
sweetener”. 

(3)  To  further  avoid  Injury  through 
inadvertent  use  by  diabetics  in  the  be¬ 
lief  that  the  product  does  not  contain 
carbohydrates,  the  label  of  a  beverage 
containing  sugar(s)  must  bear  the  state¬ 
ment  “Contains  sugar(s) ;  not  for  use  by 
diabetics  without  advice  of  a  physician.” 

(4)  To  avoid  confusion  by  diabetics, 
the  label  of  a  beverage  containing  sor¬ 
bitol,  maimitol,  or  other  hexitol,  must 
bear  the  statement  “Contains  carbohy¬ 
drates,  not  for  use  by  diabetics  without 
advice  of  a  physician”.  To  further  avoid 
confusion  of  these  beverages  with  those 
sweetened  solely  with  nonnutritive  ar¬ 
tificial  sweeteners  which  have  been  mar¬ 
keted  in  containers  bearing  prominent 
statements  such  as  “sugar  free”,  “sugar¬ 
less”,  or  “no  sugar”,  the  labels  of  bever¬ 
ages  containing  hexitols  must  not  bear 
these  or  similar  statements. 

(e)  .  Bottlers  of  diet  drinks  have  on 
hand  large  stocks  of  returnable  litho¬ 
graphed  bottles  bearing  statements  indi¬ 
cating  that  the  beverages  contain  cycla- 
mates  and/or  declarations  such  as  “sugar 
free”,  “less  than  1  calorie  per  bottle”,  or 
“less  than  2  calories  per  bottle”  which 
bottles  were  formerly  used  for  artiflclaUy 
sweetened  beverages  containing  cycla- 
mates.  The  Food  and  Drug  Administra¬ 
tion  will  not  object  to  continued  use  of 
these  bottles  under  the  foUowlng  condi¬ 
tions: 


(1)  The  botUes  when  filled  with  bever¬ 
ages  made  with  combinations  of  nutritive 
and  niHmutritlve  sweeteners  may  be 
marketed  only: 

(1)  In  multiunit  cartons  labeled  prom¬ 
inently  on  each  principal  display  panel 
with  the  information  set  forth  in  para¬ 
graphs  (c)  and  (d)  of  this  section  and 
with  a  prominent,  fortiiright  notice  that 
any  information  on  bottles  which  is  con¬ 
trary  to  that  on  the  cartons  should  be 
disregarded  because  it  is  Incorrect.  To 
assure  adequate  prominence  and  con¬ 
spicuousness,  the  following  statements 
should  stand  out  in  marked  contrast  with 
other  labeling:  The  statement  of  caloric 
content  and  carbohydrate  content  per 
fluid  ounce,  the  statement  required  by 
paragraph  (d)  (3)  or  (4)  of  this  section 
as  applicable,  and  the  notice  to  disregard 
any  information  on  bottles  which  is  con¬ 
trary  to  that  on  the  cartons.  These  state¬ 
ments  may  be  made  to  stand  out  by 
means  such  as  setting  them  forth  in 
boxes,  printing  in  bold  capitals  on  lines 
separated  from  other  printed  labeling, 
using  colors  that  contrast  with  those 
used  for  other  label  statements,  or  other 
similar  means. 

(ii)  In  vending  machines  bearing  du¬ 
rable  labeling  which  includes  all  of  the 
information  required  to  appear  on  car¬ 
tons  set  forth  with  the  same  degree  of 
prominence. 

(2)  In  addition,  the  bottles  must  bear 
caps  labeled  prominently  with  the  words 
“Ccmtains  Sugar”  or  “Contains  Carbo¬ 
hydrates”.  and  accurate  statements  of 
the  caloric  content  and  carbohydrate 
content  per  fluid  ounce. 

(Secs.  301  (s),  403,  400(d),  62  SUt.  1047-1048, 
as  amended,  72  Stat.  1784  as  amended,  1787 
(31  U3.C.  321  (s) ,  343,  348) .) 

§  100.135  DiMposition  of  incubator  re¬ 
ject  eggs. 

(a)  Investigations  by  the  Food  and 
Drug  Administration  and  a  number  of 
State  regulatory  agencies  have  revealed 
that  incubator  reject  eggs,  removed  as 
infertile  or  otherwise  unhatchable  dur¬ 
ing  hatching  operatiims,  are  being  di¬ 
verted  for  human  food  use.  Such  eggs 
are  regarded  as  adulterated  within  the 
meaning  of  section  402(a)  (3)  of  the  Fed¬ 
eral  Food,  Drug,  and  Cosmetic  Act  (21 
UJS.C.  342(a)  (3) )  because  they  are  unfit 
for  food. 

(b)  The  introduction  or  delivery  for 
introduction  into  interstate  commerce  of 
adulterated  eggs  is  prohibited  under  sec¬ 
tion  301(a)  of  the  aforesaid  act  (21 
n.S.C.  331(a))  unless  they  have  been 
broken,  crushed,  or  smashed  and  then 
denatured  with  kerosene,  creolin,  ot 
other  suitable  denaturant  to  preclude 
their  diversion  to  human  food  channels. 

(Secs.  301,  402,  33  stat.  1042,  1046  (31  U.S.C. 
331,  343.) 

§  100.140  Label  declaration  of  salt  in 
frozen  vegetables. 

(a)  In  a  number  of  diseases  or  disease 
conditions  it  is  Important  to  restrict  the 
intake  of  sodium.  Sodium  occurs  in  all 
natural  foods,  but  added  salt  makes  the 
most  important  contribution  to  the  total 
sodium  intake  in  the  diet.  Most  fresh 


vegetables  are  of  low  sodium  content  and 
consumers  generally  regard  frozen  vege¬ 
tables  as  being  free  of  added  salt  and 
suitable  for  use  in  low-sodium  diets. 
While  salt  may  not  be  added  directly  as 
a  seasoning  ingredient  during  the  proc¬ 
essing  of  frozen  vegetables,  the  use  of 
salt  brine  in  quality  separation  of  such 
vegetables  as  peas  and  lima  beans  pre¬ 
paratory  to  freezing  may  contribute  sub¬ 
stantial  amounts  of  salt  to  the  finished 
article.  The  failure  of  the'labels  of  frozen 
vegetables  to  declare  the  presence  of  salt 
has  been  the  basis  of  complaints  to  the 
Food  and  Drug  Administration. 

(b)  Section  403(i)(2)  of  the  Federal 
Food,  Drug,  and  Cosmetic  Act  requires 
the  label  of  a  fabricated  food  to  bear  the 
common  or  usual  name  of  each  ingredi¬ 
ent  present.  The  Department  of  Health. 
Education,  and  Welfare  regards  any 
frozen  vegetable  containing  salt,  added 
directly  or  indirectly,  as  misbranded  in 
violation  of  section  403(1)  (2)  of  the  Fed¬ 
eral  Food,  Drug,  and  Cosmetic  Act  unless 
its  label  names  salt  as  an  ingredient. 

§  100.145  Notire  to  packers  of  eoni- 
minulcHl  tomato  products. 

(a)  It  has  long  been  known  that  to¬ 
mato  rot  may  be  caused  by  one  or  more  of 
the  following:  Fungus  diseases,  bacterial 
diseases,  virus  diseases,  and  certain  non- 
parasitlc  diseases.  Only  the  fungus  rots 
are  characterized  by  the  presence  of  mold 
filaments.  Mold  counts  on  comminuted 
tomato  products  are  not  increased  by  in- 
conx>rating  within  the  product  tomato 
rot  caused  by  bacteria,  virus,  or  non- 
parasltlc  factors.  Although  high  mold 
counts  on  these  products  reveal  that 
large  amounts  of  rotten  material  are 
present,  low  mold  counts  do  not  neces¬ 
sarily  demonstrate  absence  of  the  type 
of  rot  caused  by  the  tomato  diseases  that 
are  not  characterized  by  mold  filaments. 

(b)  Ir.spections  of  caimeries  engaged 
in  the  packing  of  comminuted  tomato 
products  show  that  most  packers  effec¬ 
tively  trim,  sort  out,  and  discard  rotten 
tomatoes  from  the  raw  stock.  Some  pack¬ 
ers,  however,  do  not  properly  eliminate 
rotten  tomato  material,  and  a  few  pack¬ 
ers  deliberately  use  rotten  tomatoes  in 
these  foods,  provided  the  mold  count  re¬ 
mains  low.  Some  packers,  on  occasion, 
have  mixed  tomato  products  having  a 
high  mold  count  with  tomato  products 
containing  little  or  no  mold,  so  as  to  pro¬ 
duce  a  blend  with  a  low  mold  count. 

(c)  Packers  of  comminuted  tomato 
products  who  rely  upon  the  mold  count  as 
the  sole  or  primary  control  procedure,  to 
the  neglect  of  adequate  sorting  and  trim¬ 
ming,  may  produce  products  with  low 
mold  counts  which  contain  substantial 
amounts  of  rot. 

(d)  It  is  the  purpose  of  this  announce¬ 
ment  to  advise  all  canners  of  tomato 
products  that: 

(1)  Although  high  mold  count  is  con¬ 
clusive  evidence  of  inclusion  of  substan¬ 
tial  amounts  of  rot,  mold  count  is  not  the 
only  way  of  establishing  that  commi¬ 
nuted  tomato  products  contain  decom¬ 
posed  tomato  material. 

(2)  Where  factory  observations  or 
other  evidence  reveals  that  comminuted 
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tomato  products  contain  rot  not  caused 
by  mold,  such  rot.  as  well  as  that  caused 
by  mold,  will  be  taken  into  account  in  iu>- 
plying  the  provisions  of  the  Federal  Food. 
Drug,  and  Cosmetic  Act  against  adulter¬ 
ation. 

(3)  The  blending  of  tomato  products 
adulterated  with  tomato  rot,  of  whatever 
kind,  with  tomato  products  made  from 
sound  tomatoes,  or  with  other  sound 
food,  renders  the  blend  adulterated. 

§  100.150  Notice  to  packers  and  ship¬ 
pers  of  shelled  peanuts. 

(a)  Investigations  by  the  Food  and 
Drug  Administration  have  shown  that  a 
number  of  interstate  shipments  of 
shelled  peanuts  in  bags  holding  from  ap¬ 
proximately  100  to  125  pounds  each  have 
failed  to  bear  labeling  as  required  by  the 
terms  of  the  Federal  Food.  Drug,  and 
Cosmetic  Act. 

(b)  Shelled  peanuts  in  sacks,  whether 
or  not  shipped  in  carload  lots,  should 
bear  the  following  information  required 
by  the  law  on  food  in  package  form: 

( 1 )  The  name  of  the  product. 

(2)  An  accurate  statement  of  net 
weight. 

(3)  The  name  and  place  of  business 
of  the  packer  or  distributor. 

(c)  The  information  required  by  para¬ 
graph  (b)  of  this  section  should  be  con¬ 
spicuously  set  forth.  It  may  be  printed  or 
stenciled  on  each  bag  or,  if  desired, 
placed  on  tags  which  are  securely  at¬ 
tached  to  each  bag. 

(d)  The  net  weight  marked  on  the 
bags  miist  be  the  correct  net  weight  of 
the  peanuts  at  the  time  they  are  deliv¬ 
ered  to  the  carrier  for  interstate  ship¬ 
ment  The  tare  weight  of  the  bag  should 
not  be  included  in  the  weight  declaration. 

§  100.155  Salt  and  iodized  »all. 

(a)  For  the  purposes  of  this  section, 
the  term  “iodized  salt”  or  “iodized  table 
salt”  is  designated  as  the  name  of  salt 
for  human  food  use  to  which  iodide  has 
been  added  in  the  form  of  cuprous  iodide 
or  potassium  iodide  permitted  by  §§  182.- 
5265  and  182.5634  of  this  chapter.  In  the 
labeling  of  such  products,  all  words  in 
the  name  shall  be  equal  in  prominence 
and  type  size.  The  statement  “This  salt 
supplies  iodide,  a  necessary  nutrient” 
shall  appear  cm  the  label  immediately 
following  the  name  and  shall  be  in  letters 
which  are  not  less  in  height  than  those 
required  for  the  declaration  of  the  net 
quantity  of  contents  as  specified  in 
§  101.105  of  this  chapter. 

(b)  Salt  or  table  salt  for  humsm  food 
use  to  which  iodide  has  not  been  added 
shall  bear  the  statement,  “This  salt  does 
not  supply  iodide,  a  necessary  nutrient.” 
This  statement  shall  appear  immediately 
following  the  name  of  the  food  and  shall 
be  in  letters  which  are  not  less  in  height 
than  those  required  for  the  declaration 
of  the  net  quantity  of  contents  as  speci¬ 
fied  in  §101.105  of  this  chapter. 

(c)  Salt,  table,  salt,  iodized  salt,  or 
iodiaed  table  salt'  to  which  anticaking 
agents  have  been  added  may  bear  in  ad- 
ditkHi  to  the  ingredimt  statement  desig¬ 
nating  the  anticaking  agent(s>,  a  label 
statement  describing  the  characteristics 
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imparted  by  such  agent  (s)  (for  example, 
“free  flowing”),  providing  such  state¬ 
ment  does  not  appear  with  greater  prom¬ 
inence  or  in  type  size  larger  than  the 
statements  which  immediately  follow  the 
name  of  the  food  as  required  by  para¬ 
graphs  (a)  and  (b)  of  this  section. 

(d)  Individual  serving-sized  packages 
containing  less  than  V2  oimce  and  pack¬ 
ages  containing  more  than  2^  pounds 
of  a  food  described  in  this  section  shall 
be  exempt  from  declaration  of  the  state¬ 
ments  which  paragraphs  (a)  and  (b)  (rf 
this  section  require  immediately  follow¬ 
ing  the  name  of  the  food.  Such  exemp¬ 
tion  shall  not  apply  to  the  outer  con¬ 
tainer  or  wrapper  of  a  multiunit  retail 
package. 

(e)  All  salt,  table  salt,  iodized  salt,  or 
iodized  table  salt  in  packages  intended 
for  retail  sale  shipped  in  interstate  com¬ 
merce  18  months  after  the  date  of  pub- 
licaticm  of  this  statement  of  policy  in  the 
Federal  Register,  shall  be  labeled  as 
prescribed  by  this  section;  and  if  not  so 
labeled,  the  Food  and  Drug  Administra¬ 
tion  will  regard  them  as  misbranded 
within  the  meaning  of  section  403  (a) 
and  (f)  of  the  Federal  Food,  Drug,  and 
Cosmetic  Act.^ 

(Secs.  403  (a)  and  (f).  52  Stat.  1047  (21 
U.S.C.  343  (a)  and  (f)).) 

§  100.160  Toirranrcs  for  moldy  and  in- 
^iect-iiifested  cocoa  beans. 

On  and  after  February  22,  1963,  ship¬ 
ments  of  cocoa  beans  offered  for  entry 
into  the  United  States  must  meet  a  toler¬ 
ance  of  6  percent  total  moldy  and  insect- 
infested,  including  insect-damaged, 
beans,  but  not  more  than  4  percent  of 
either  moldy  or  insect-infested,  includ¬ 
ing  insect-damaged,  beans.  This  state¬ 
ment  of  policy  supersedes  the  notice  is¬ 
sued  August  27,  1931,  addressed  to  ship¬ 
pers,  importers,  and  dealers  in  cocoa 
beans  and  manufacturers  of  chocolate 
and  cocoa  products  and  the  statement  of 
poUcy  issued  June  22,  1961,  in  this 
secticm. 

(Sec.  402(a)(3),  68  Stat.  511  (21  U.S.C.  342 
(a)(3)). 

PART  101— FOOD  LABELING 
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101.18  Misbranding  of  food. 

Subpart  B — Specific  Food  Labeling  Requirements 
101.22  Foods;  labeling  of  spices,  flavor¬ 
ings,  colorings  and  chemical 
preservatives. 


Sec. 

101.25  Labeling  of  foods  in  relation  to  fat 
and  fatty  acid,  and  cholesterol 
content. 

101.29  Labeling  of  kosher  and  kosher- 
style  foods. 

101.33  Inbel  declaration  of  D-erythroas- 
corbic  acid  when  it  is  an  ingre¬ 
dient  of  a  fabricated  food. 

101.35  Notice  to  manufacturers  and  users 
of  monosodium  glutamate  and 
other  hydrolyzed  vegetable  pro¬ 
tein  products. 

Subparts  C  through  E — [Reserved] 

Subpart  F — Exemptions  From  Food  Labeling 
Requirements 

101.100  Food;  exemptions  from  labeling. 

101.103  Petitions  requesting  exemptions 

from  or  special  requirements  for 
label  declaration  of  ingredients. 
101.105  Declaration  of  net  quantity  of  con¬ 
tents  when  exempt. 

AurnoRiTT:  Secs.  4,  6,  Pub.  L.  89-755,  80 
Stat.  1297,  1299  1300  (15  U.S.C.  1453,  1455); 
secs.  403,  602,  701,  Pub.  L.  717,  52  Stat.  1047, 
1054,  1055  as  amended  (21  n.S.C.  343,  362, 
371),  unless  otherwise  noted. 

Subpart  A — General  Provisions 

§  101.1  Principal  display  panel  of  pack¬ 
age  form  food. 

The  term  “principal  display  panel”  as 
it  applies  to  food  in  package  form  and  as 
used  in  this  part,  means  the  part  of  a 
label  that  is  most  likely  to  be  displayed, 
presented,  shown,  or  examined  under 
customary  conditions  of  display  for  re¬ 
tail  sale.  The  principal  display  panel 
shall  be  large  enough  to  accommodate  all 
the  mandatory  label  information  re¬ 
quired  to  be  placed  thereon  by  this  part 
with  clarity  and  conspicuousness  and 
without  obscuring  design,  vignettes,  or 
crowding.  Where  packages  bear  alternate 
principal  display  panels,  information  re¬ 
quired  to  be  placed  on  the  principal  dis¬ 
play  panel  shall  be  duplicated  on  each 
principal  display  panel.  For  the  purrose 
of  obtaining  imiform  type  size  in  declar¬ 
ing  the  quantity  of  contents  for  all  pack¬ 
ages  of  substantially  the  same  size,  the 
term  “area  of  the  principal  display 
panel”  means  the  area  of  the  side  or 
surface  that  bears  the  principal  dis¬ 
play  panel,  which  area  shall  be: 

(a)  In  the  case  of  a  rectangular  pack¬ 
age  where  one  entire  side  properly  can 
be  cmisidered  to  be  flie  principal  display 
panel  side,  the  product  of  the  height 
times  the  width  of  that  side; 

(b)  In  the  case  of  a  cylindrical  or 
nearly  cylindrical  container,  40  percent 
of  the  product  of  the  height  of  the  con¬ 
tainer  times  the  circmnference; 

(c)  In  the  case  of  any  otherwise 
shaped  container,  40  percent  of  the  total 
surface  of  the  -  container:  Provided, 
however.  That  where  such  container 
presents  an  obvious  “principal  display 
panel”  such  as  the  top  of  a  triangular 
or  circular  package  of  cheese,  the  area 
shall  cOTisist  of  the  entire  top  surface. 
In  determining  the  area  of  the  principal 
display  panel,  exclude  tops,  bottoms, 
flanges  at  tops  and  bottoms  of  cans,  and 
shoulders  and  necks  of.  bottles  or  Jars. 
In  the  case  of  cylindrical  or  nearly  cylin¬ 
drical  containers,  information  required 
by  this  part  to  appear  on  the  principal 
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display  panel  shall  appear  within  that 
40  percent  of  the  circumferwice  which 
is  most  likely  to  be  displayed,  presented, 
shown,  or  examined  under  customary 
conditions  of  display  for  retail  sale. 

§  101.2  Information  panel  of  parkago 
form  food. 

(a)  The  term  “information  panel’’  as 
it  applies  to  packaged  food  means  that 
part  of  the  label  inunediately  contiguous 
and  to  the  right  of  the  principal  display 
panel  as  observed  by  an  Individual  fac¬ 
ing  the  principal  display  panel  with  the 
following  exceptions: 

(1)  If  the  part  of  the  label  immedi¬ 
ately  contiguous  and  to  the  right  of  the 
principal  display  panel  is  too  small  to 
accommodate  the  necessary  information 
or  is  otherwise  imusable  label  space,  e.g., 
folded  flaps  or  can  ends,  the  panel  im¬ 
mediately  contiguous  and  to  the  right 
of  this  part  of  the  label  may  be  used. 

(2)  If  the  package  has  one  or  more 
alternate  principal  display  panels,  the 
Information  panel  is  immediately  con- 
tiguoiis  and  to  the  right  of  any  principal 
display  panel. 

(3)  If  the  top  of  the  container  is  the 
principal  display  panel  and  the  ptackage 
has  no  alternate  principal  display  panel, 
the  Information  panel  is  any  panel  ad¬ 
jacent  to  the  principal  display  panel. 

(b)  All  information  required  to  appear 
on  the  label  of  any  package  of  food  pur¬ 
suant  to  S§  101.4,  101.5,  101.8,  101.9,  101.- 
17,  101.25  and  Part  105  of  this  chapter 
shall  appear  either  on  the  principal  dis¬ 
play  panel  or  on  the  information  panel, 
unless  otherwise  specified  by  regulations 
in  this  chapter. 

(c)  All  information  appearing  on  the 
principal  display  panel  or  the  informa¬ 
tion  panel  pursuant  to  this  section  shall 
appear  prominently  and  conspicuously, 
but  in  no  case  may  the  letters  and/or 
numbers  be  less  than  one-sixteenth  inch 
in  height  imless  an  exemption  pursuant 
to  paragraph  (f)  of  this  section  is  estab¬ 
lished.  The  requirements  for  conspicu¬ 
ousness  and  legibility  shall  include  the 
specifications  of  §§  101.105(h)  (1)  and 
(2)  and  S  101.15. 

(1)  Packaged  foods  are  exempt  from 
the  type  size  requirements  of  this  para¬ 
graph:  Provided,  That: 

(1)  The  package  is  designed  such  that 
it  has  a  surface  area  that  can  bear  an 
information  panel  and/or  an  alternate 
principal  display  panel. 

(il)  The  area  of  surface  available  for 
labeling  on  the  principal  display  panel 
of  the  package  as  this  term  is  defined  in 
§  101.1  is  less  than  10  square  inches. 

(iii)  Ihe  label  information  includes 
nutrition  information  and  a  full  list  of 
Ingredients  in  accordance  with  regula¬ 
tions  in  this  part  and  the  policy  ex¬ 
pressed  in  S  101.6. 

(iv)  The  information  required  by 
paragraph  (b)  of  this  section  appears  on 
the  principal  display  panel  or  informa- 
ti<m  panel  label  in  accordance  with  the 
provisions  of  this  paragraph  (c)  except 
that  the  type  size  is  not  less  than  three 
sixty -fourth  inch  in  height. 

(2)  Packaged  foods  are  exempt  from 
the  type  size  requirements  of  this  para¬ 
graph:  Provided,  That: 


(i)  The  package  is  designed  such  that 
it  has  a  single  “obvious  principal  dis¬ 
play  panel”  as  this  term  is  defined  in 
i  101.1  and  has  no  other  available  surface 
area  for  an  information  panel  or  alter¬ 
nate  principal  display  paneL 

(11)  The  area  of  surface  available  for 
labeling  on  the  principal  display  panel 
of  the  package  as  this  term  is  defined  in 
:  101.1  is  less  than  12  square  inches  and 
bears  all  labeling  appearing  on  the 
package. 

(iii)  The  label  information  includes 
nutrition  information  and  a  full  list  of 
ingredients  in  accordance  with  regula¬ 
tions  in  this  part  an^Kthe  policy  ex¬ 
pressed  in  S  101.6. 

(iv)  The  information  required  by 
paragraph  (b)  of  this  section  appears  on 
the  single,  obvious  principal  display 
panel  in  accordance  with  the  provisions 
of  this  paragraph  (c)  except  that  the 
type  size  is  not  less  than  one  thirty- 
second  inch  in  height. 

(3)  Packaged  foods  are  exempt  from 
the  type  size  requirements  of  this  para¬ 
graph:  Provided.  That: 

(i)  The  package  is  designed  such  that 
it  has  a  total  surface  area  available  to 
bear  labeling  of  less  than  12  square 
inches. 

(ii)  The  label  information  includes 
nutrition  information  and  a  full  list  of 
ingredients  in  accordance  with  regula¬ 
tions  in  this  part  and  the  policy  ex¬ 
pressed  in  §  101.6. 

(iii)  ’The  information  required  by 
paragraph  (b)  of  this  section  appears 
on  the  principal  display  panel  or  infor¬ 
mation  panel  label  in  accordance  with 
the  provisions  of  this  paragraph  (c)  ex¬ 
cept  that  the  type  size  is  not  less  than 
one  thirty-second  inch  in  height. 

(4)  (i)  Soft  drinks  packaged  in  bot¬ 
tles  manufactured  before  October  31, 
1975  shall  be  exempt  from  the  require¬ 
ments  prescribed  by  this  section  to  the 
extent  that  information  which  is  blown, 
lithographed,  or  formed  onto  the  surface 
of  the  bottle  is  exempt  from  the  size  and 
placement  requirements  of  this  section. 

(ii)  Soft  drinks  packaged  in  bottles 
shall  be  exempt  from  the  size  and  place¬ 
ment  requirements  prescribed  by  this 
section  if  all  of  the  following  conditions 
are  met :  • 

<a)  If  the  soft  drink  is  packaged  in  a 
bottle  bearing  a  paper,  plastic  foam 
jacket  or  foil  label,  or  is  packaged  in  a 
nonreusable  bottle  bearing  a  label  litho¬ 
graphed  onto  the  surface  of  the  bottle, 
the  product  shall  not  be  exempt  frean  any 
requirement  of  this  section  other  than 
the  exemption  created  by  S  l.lc(a)  (5)  (ii) 
of  this  chapter  and  the  label  shall  bear 
all  required  information  in  the  specified 
minimum  type  size,  except  the  label  will 
not  be  required  to  bear  the  information 
required  by  S  101.5  if  this  information 
appears  on  the  bottle  closure  in  a  type 
size  not  less  than  one-sixteenth  inch  in 
height. 

(b)  If  the  soft  drink  is  packaged  in  a 
bottle  which  does  not  bear  a  paper,  plas¬ 
tic  foam  jacket  or  foil  label,  or  is  pack¬ 
aged  in  a  reusable  bottle  bearing  a  label 
lithographed  onto  the  surface  of  the 
bottle: 


(1)  Neither  the  bottle  nor  the  closure 
is  required  to  bear  nutrition  labeling  in 
compliance  with  i  101.9,  except  that  any 
multiunit  retail  package  in  which  it  is 
ccmtalned  shall  bear  nutrition  labeling 
if  required  by  $  101.9;  and  any  vending 
machine  in  which  it  is  cemtained  shall 
bear  nutrition  labeling  if  nutrition  label¬ 
ing  is  not  present  on  the  bottle  or  closure, 
if  required  by  i  101.9. 

(2)  All  other  information  pursuant  to 
this  section  shall  appear  on  the  top  of 
the  bottle  closure  prominently  and  con¬ 
spicuously  in  letters  and/or  numbers  no 
less  than  one  thirty-second  inch  in 
height,  except  that  if  the  information 
required  by  §  101.5  is  placed  on  the  side 
of  the  closure  in  accordance  with  S  1.1c 
(a)<5)(ii)  of  this  chapter,  such  infor¬ 
mation  shall  appear  in  letters  and,  or 
numbers  no  less  than  one-sixteenth  inch 
in  height. 

(3)  Up<»i  the  petition  of  any  inter¬ 
ested  person  demonstrating  that  the  bot¬ 
tle  closure  is  too  small  to  accommodate 
this  information,  the  Commissioner  may 
by  regulation  establish  an  alternative 
method  of  disseminating  such  informa¬ 
tion.  Information  appearing  on  the 
closure  shall  appear  in  the  following 
priority: 

<i)  'The  warning  required  by  5  100.130 
of  this  chapter. 

(ii)  The  statement  of  ingredients. 

(iii)  The  name  and  address  of  the 
manufacturer,  packer,  or  distributor. 

(iv)  The  statement  of  identity. 

(d)(1)  All  Information  required  to  ap¬ 
pear  on  the  principal  display  panel  or  on 
the  information  panel  pursuant  to  this 
section  shaU  appear  on  the  same  panel 
xmless  there  is  insufficient  space.  In  de¬ 
termining  the  sufficiency  of  the  avail¬ 
able  space,  any  vignettes,  design,  and 
other  nonmandatory  label  information 
shall  not  be  considered.  If  there  is  in¬ 
sufficient  space  for  all  of  this  information 
to  appear  on  a  single  panel,  it  may  be 
divid^  between  these  two  panels  except 
that  the  Information  required  pursuant 
to  any  given  section  or  part  shall  all 
appear  on  the  same  panel.  A  food  whose 
latel  is  required  to  bear  the  ingredient 
statement  on  the  principal  display  panel 
may  bear  all  other  information  specified 
in  paragraph  (b)  of  this  section  on  the 
information  panel. 

(2)  Any  of  the  foods  listed  in  ii  1.1c 
(a)  (6)(i)  and  (7)(i),  and  $$  133,128. 
133.129,  and  133.131  of  this  chapter,  and 
yogurt  and  yogurt  products,  when 
packaged  in  a  container  consisting  of  a 
separate  lid  and  body  and  bearing  nu¬ 
trition  labeling  pursuant  to  $  101.9,  and 
the  lid  is  designed  as  a  principal  display 
panel,  shall  be  exempt  from  the  place¬ 
ment  requirements  of  this  section  in  the 
following  respects. 

(i)  ITie  name  and  place  of  business  in¬ 
formation  required  by  {  101.5  shall  not 
be  required  on  the  bo^  of  the  container 
if  this  informatiMi  appears  on  the  lid  in 
accordance  with  this  section. 

(ii)  The  nutrition  Information  re¬ 
quired  by  I  lOlJI  shall  not  be  required  (m 
the  lid  if  this  infornmtion  appears  on  the 
container  body  in  accordance  with  this 
section. 
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(iii>  The  statement  of  ingredients  re¬ 
quired  by  §  101.4  shall  not  be  required  on 
the  lid  if  this  information  appears  on  the 
container  body  in  accordance  with  this 
section.  Further,  the  statement  of  ingre¬ 
dients  is  not  required  on  the  container 
body  if  this  information  appears  on  the 
lid  in  accordance  with  this  section. 

(e)  All  information  appearing  on  the 
information  panel  pursuant  to  this  sec¬ 
tion  shall  appear  in  one  place  without 
other  intervening  material. 

(f)  If  the  label  of  any  package  of  food 
is  too  small  to  accommodate  all  of  the 
information  required  by  §§  101.4,  101.5, 
101.8,  101.9,  101.17,  and  101.25,  and  Part 
105  of  this  chapter,  the  Commissioner 
may  establish  by  regulation  an  accept¬ 
able  alternative  method  of  disseminating 
such  information  to  the  public,  e.g.,  a 
type  size  smaller  than  one-sixteenth  inch 
in  height,  or  labeling  attached  to  or  in¬ 
serted  in  the  package  or  available  at  the 
point  of  purchase.  A  petition  requesting 
such  a  regulation,  as  an  amendment  to 
this  paragraph  shall  be  submitted  pursu¬ 
ant  to  Part  2  of  this  chapter. 

§  101.3  Identity  labeling  of  food  in 
paekaged  form. 

(a)  The  principal  display  panel  of  a 
food  in  package  form  shall  bear  as  one 
of  its  principal  features  a  statement  of 
the  identity  of  the  ccmimodity. 

(b)  Such  statement  of  identity  shall  be 
in  terms  of ; 

(1)  The  name  now  or  hereafter  speci¬ 
fied  in  or  required  by  any  applicable 
Federal  law  or  regulation;  or,  in  the  ab¬ 
sence  thereof, 

(2)  The  common  or  usual  name  of  the 
food;  or,  in  the  absence  thereof, 

(3)  An  appropriately  descriptive  term, 
or  when  the  nature  of  the  food  is  obvious, 
a  fanciful  name  commonly  used  by  the 
public  for  such  food. 

(c)  Where  a  food  is  marketed  in  vari¬ 
ous  optional  forms  (whole,  slices,  diced, 
etc.),  the  particular  form  shall  be  con¬ 
sidered  to  be  a  necessary  part  of  the 
statement  of  identity  and  shall  be  de¬ 
clared  in  letters  of  a  type  size  bearing 
a  reasonable  relation  to  the  size  of  the 
letters  forming  the  other  components  of 
the  statement  of  identity;  except  that  if 
the  optional  form  is  visible  through  the 
container  or  is  depicted  by  an  appropri¬ 
ate  vignette,  the  particular  form  need 
not  be  included  in  the  statement.  This 
specification  does  not  affect  the  required 
declarations  of  identity  under  definitions 
and  standards  for  foods  prcHnulgated 
pursuant  to  section  401  of  the  act. 

(d)  This  statement  of  identity  shall  be 
presented  in  bold  type  on  the  principal 
display  panel,  shall  be  in  a  size  rea¬ 
sonably  related  to  the  most  prominent 
printed  matter  on  such  panel,  and  shall 
be  in  lines  generally  parallel  to  the  base 
on  which  the  package  rests  as  it  is  de¬ 
signed  to  be  displayed. 

(e)  Under  the  provisions  of  section 
403(c)  of  the  Federal  Food,  Drug,  and 
Cosmetic  Act,  a  food  shall  be  deemed 
to  be  mistoanded  if  it  is  an  imitation  of 
another  food  unless  its  labd  bears,  in 
type  of  imiform  size  and  prominence,  the 


word  “imitation"  and,  immediately 
thereafter,  the  name  of  the  food  imitated. 

(1)  A  food  shall  be  deemed  to  be  an 
imitation  and  thus  subject  to  the  re¬ 
quirements  of  section  403(c)  of  the  act 
if  it  is  a  substitute  for  and  resembles 
another  food  but  is  nutritionally  inferior 
to  that  food. 

(2)  A  food  that  is  a  substitute  for  and 
resembles  another  food  shall  not  be 
deemed  to  be  an  imitation  provided  it 
meets  each  of  the  following  require¬ 
ments: 

(i)  It  is  not  nutritionally  inferior  to 
the  food  for  which  it  substitutes  and 
w'hich  it  resembles. 

(ii)  Its  label  bears  a  common  or  usual 
name  that  complies  with  the  provisions 
of  §  102.5  of  this  chapter  and  that  is  not 
false  or  misleading,  or  in  the  absence  of 
an  existing  common  or  usual  name,  an 
appropriately  discriptive  term  that  is  not 
false  or  misleading.  The  label  may,  in  ad¬ 
dition,  bear  a  fanciful  name  which  is 
not  false  or  misleading. 

(3)  A  food  for  which  a  common  or 
usual  name  is  established  by  regulation 
(e.g.,  in  a  standard  of  identity  pursuant 
to  section  401  of  the  act,  in  a  common 
or  usual  name  regulation  pursuant  to 
Part  102  of  this  chapter,  or  in  a  regula¬ 
tion  establishing  a  nutritional  quality 
guideline  pursuant  to  Part  104  of  this 
chapter) ,  and  which  complies  with  all  of 
the  applicable  requirements  of  such  reg- 
ulation(s),  shall  not  be  deemed  to  be  an 
imitation. 

(4)  Nutritional  inferiority  includes: 
(i)  Any  reduction  in  the  content  of  an 
essential  nutrient  that  is  present  in  a 
measurable  amount,  but  does  not  include 
a  reduction  in  the  caloric  or  fat  content 
provided  the  food  is  labeled  pursuant  to 
the  provisions  of  §  101.9,  and  provided 
the  labeling  with  respect  to  any  reduction 
in  caloric  content  complies  with  the  pro¬ 
visions  applicable  to  caloric  content  in 
Part  105  of  this  chapter. 

(ii)  For  the  purF>ose  of  this  section,  a 
measurable  amount  of  an  essential  nutri¬ 
ent  in  a  food  shall  be  considered  to  be  2 
percent  or  more  of  the  U.S.  RDA  of  pro¬ 
tein  or  any  vitamin  or  mineral  listed  im- 
der  §  105.3(b)  of  this  chapter  per  aver¬ 
age  or  usual  serving,  or  where  the  food 
is  customarily  not  consumed  directly, 
per  average  or  usual  portion,  as  estab¬ 
lished  in  §  101.9. 

(iii)  If  the  Commissioner  concludes 
that  a  food  is  a  substitute  for  and  re¬ 
sembles  another  food  but  is  inferior  to 
the  food  imitated  for  reasons  other  than 
those  set  forth  in  this  paragraph,  he  may 
propose  appropriate  revisions  to  this  reg¬ 
ulation  or  he  may  propose  a  separate 
regulation  governing  the  particular  food. 

(f)  A  label  may  be  required  to  bear  the 
percentage  (s)  of  a  characterizing  ingre- 
dient(s)  or  information  concerning  the 
presence  or  absence  of  an  ingredient (s) 
or  the  need  to  add  an  ingredient(s)  as 
part  of  the  common  or  usual  name  of  the 
food  pursuant  to  Subpart  B  of  Part  102 
of  this  chapter. 

(Secs.  403,  701(a),  52  Stat.  1047-1048.  as 
amended.  1055  (21  n.S.C.  343.  371  (a) ) . 


§  101.4  Food;  designation  of  ingre¬ 
dients. 

(a)  Ingredients  required  to  be  declared 
on  the  label  of  a  food,  including  foods 
that  comply  with  standards  of  identity 
that  require  labeling  in  compliance  with 
this  Part  101,  except  those  exempted  by 
§  lOl.lOO,  shall  be  listed  by  common  or 
usual  name  in  descending  order  of  pre¬ 
dominance  by  weight  on  either  the  prin¬ 
cipal  display  panel  or  the  information 
panel  in  accordance  with  the  provisions 
of  §  101.2. 

(b)  The  name  of  an  ingredient  shall 
be  a  specific  name  and  not  a  collective 
(generic)  name,  except  that: 

(1)  Spices,  fiavorings,  colorings  and 
chemical  preservatives  shall  be  declared 
according  to  the  provisions  of  §  101.22. 

(2)  An  ingredient  which  itself  contains 
two  or  more  ingredients  and  which  has 
an  established  common  or  usual  name, 
conforms  to  a  standard  established  pur¬ 
suant  to  the  Meat  Inspection  or  Poultry 
Products  Inspection  Acts  by  the  U.S.  De¬ 
partment  of  Agriculture,  or  conforms  to 
a  definition  and  standard  of  identity  es¬ 
tablished  piirsuant  to  section  401  of  the 
Federal  Food,  Drug,  and  Cosmetic  Act, 
shall  be  designated  in  the  statement  of 
ingredients  on  the  label  of  such  food  by 
either  of  the  following  alternatives: 

(i)  By  declaring  the  established  com¬ 
mon  or  usual  name  of  the  ingredient 
followed  by  a  parenthetical  listing  of  all 
ingredients  contained  therein  in  de¬ 
scending  order  of  predominance  except 
that,  if  the  ingredient  is  a  food  subject 
to  a  definition  and  standard  of  identity 
established  in  this  Subchapter  B,  only 
the  ingredients  required  to  be  declared 
by  the  definition  and  standard  of  iden¬ 
tity  need  be  listed ;  or 

(ii)  By  incorporating  into  the  state¬ 
ment  of  ingredients  in  descending  order 
of  predominance  in  the  finished  food,  the 
common  or  usual  name  of  every  com-  . 
ponent  of  the  ingredient  without  listing 
the  ingredient  itself. 

(3)  Skim  milk,  concentrated  skim  milk, 
reconstituted  skim  milk,  and  nonfat  dry 
milk  may  be  declared  as  “skim  milk”  or 
“nonfat  milk’’. 

(4)  Milk,  concentrated  milk,  reconsti¬ 
tuted  milk,  and  dry  whole  milk  may  be 
declared  as  “milk”. 

(5)  Bacterial  cultures  may  be  declared 
by  the  word  “cultured”  followed  by  the 
name  of  the  substrate,  e.g.,  “made  from 
cultured  skim  milk  or  cultured  butter¬ 
milk”. 

(6)  Sweetcream  buttermilk,  concen¬ 
trated  sweetcream  buttermilk,  reconsti¬ 
tuted  sweetcream  buttermilk,  and  dried 
sweetcream  buttermilk  may  be  declared 
as  “buttermilk”. 

(7)  Whey,  concentrated  whey,  recon¬ 
stituted  whey,  and  dried  whey  may  be 
declared  as  “whey”. 

(8)  Cream,  reconstituted  cream,  dried 
cream,  and  plastic  cream  (sometimes 
known  as  concentrated  milk  fat)  may  be 
declared  as  “cream”.  . 

(9)  Butteroil  and  anhydrous  butterfat 
may  be  declared  as  “butterfat”. 
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(10)  Dried  whole  eggs,  frozen  whole 
eggs,  and  liquid  whole  eggs  may  be  de¬ 
clared  as  “eggs”. 

(11)  Dried  egg  whites,  frozen  egg 
whites,  and  liquid  egg  whites  may  be 
declared  as  “egg  whites”. 

(12)  Dried  egg  yolks,  frozen  egg  yolks, 
and  liquid  egg  yolks  may  be  declared  as 
“egg  yolks”. 

(13)  [Reserved] 

(14)  Each  individual  fat  and/dr  oil 
ingredient  of  a  food  intended  for  human 
consumption  shall  be  declared  by  its 
specific  common  or  usual  name  (e.g., 
“beef  fat”,  “cottonseed  oil”)  in  its  order 
of  predominance  in  the  food  except  that 
blends  of  fats  and/or  oils  may  be  desig¬ 
nated  in  their  order  of  predominance  in 

the  food  as  “ _ shortening”  or  “blend 

of _ oils”,  the  blank  to  be  filled  in 

with  the  word  “vegetable”,  “animal”, 
“marine”,  with  or  without  the  terms 
“fat”  or  “oils”,  or  combination  of  these, 
whichever  is  applicable  if,  immediately 
following  the  term,  the  common  or  usual 
name  of  each  individual  vegetable,  ani¬ 
mal,  or  marine  fat  or  oil  is  given  in 
parentheses,  e.g.,  “vegetable  oil  short¬ 
ening  (soybean  and  cottonseed  oil)  ”. 
For  products  that  are  blends  of  fats 
and/or  oils  and  for  foods  in  which  fats 
and/or  oils  constitute  the  predominant 
ingredient,  i.e.,  in  which  the  combined 
weight  of  all  fat  and/or  oil  ingredients 
equals  or  exceeds  the  weight  of  the  most 
predominant  ingredient  that  is  not  a 
fat  or  oil,  the  listing  of  the  common  or 
usual  names  of  such  fats  and/or  oils  in 
parentheses  shall  be  in  descending  order 
of  predominance.  In  all  other  foods 
in  which  a  blend  of  fats  and/or  oils 
is  used  as  an  ingredient,  the  listing  of 
the  common  or  usual  names  in  paren¬ 
theses  need  not  be  in  descending  order 
of  predominance  if  the  manufacturer, 
because  of  the  use  of  varying  mixtures, 
is  imable  to  adhere  to  a  constant  pattern 
of  fats  and/or  oils  in  the  product.  If 
the  fat  or  oil  is  completely  hydrogenated, 
the  name  shall  include  the  term 

“saturated”,  or  if  partially  hydrogenated, 
the  name  shall  include  the  term 

“partially  saturated”.  Pat  and/or  oil  in¬ 
gredients  not  present  in  the  product  may 
be  listed  if  they  may  sometimes  be  used 
in  the  product.  Sucdi  ingredients  shall  be 
Identified  by  words  indicating  that  they 
may  not  be  present,  such  as  “or”,  “and/ 
or”,  “contains  one  or  more  of  the  fol¬ 
lowing:”,  e.g.,  “vegetable  oil  shortening 
(contains  one  or  more  of  the  following: 
cottonseed  oil,  palm  oil.  soybean  oil)”. 
No  fat  or  oil  ingredient  shall  be  listed 
unless  actually  present  if  the  fats  and/ 
or  oils  constitute  the  predominant  in¬ 
gredient  of  the  product,  as  defined  in 
this  paragraph  (b)(14). 

(15)  When  all  the  ingredients  of  a 
wheat  flour  are  declared  in  an  ingredient 
statement,  the  principal  ingredient  of 
the  flour  shall  be  declared  by  the 
name(s)  specified  in  S8  137.105,  137.200, 
137.220  and  137.225  of  this  chapter,  i.e., 
the  first  ingredient  designated  in  the  in¬ 
gredient  list  of  flour,  or  bromated  flour, 
or  enriched  flour,  or  self-rising  flour  is 
“flour”,  “white  flour”,  “wheat  flour”,  or 
“plain  flour”;  the  first  ingredient  desig¬ 
nated  in  the  ingredient  list  of  durum 


flour  is  “durum  flour”;  the  first  ingredi¬ 
ent  designated  in  the  ingredient  list  of 
whole  wheat  flour,  or  bromated  whole 
wheat  flour  is  “whole  wheat  flour”, 
“graham  flour”,  or  “entire  wheat  flour”: 
anri  the  first  ingredient  designated  in  the 
ingredient  list  of  whole  durum  wheat 
flour  is  “whole  durum  wheat  flour”. 

<c)  When  water  is  added  to  recon¬ 
stitute,  completely  or  partially,  an  in¬ 
gredient  permitted  by  paragraph  (b)  of 
this  section  to  be  declared  by  a  class 
name,  tlie  position  of  the  ingredient  class 
name  in  the  ingredient  statement  shall 
be  determined  by  the  weight  of  the  im- 
reconstituted  ingredient  plus  the  weight 
of  the  quantity  of  water  added  to  re¬ 
constitute  that  ingredient,  up  to  the 
amount  of  water  needed  to  reconstitute 
the  ingredient  to  single  strength.  Any 
water  added  In  excess  of  the  amount  of 
water  needed  to  reconstitute  the  ingredi¬ 
ent  to  single  strength  shall  be  declared 
as  “water”  in  the  ingredient  statement. 

§  101.5  Food;  lunnr  and  place  of  bnsi- 
of  nianufactnrcr,  packer,  or 
dii«lributor. 

(a)  The  label  of  a  food  in  packaged 
form  shall  specify  conspicuously  the 
name  and  place  of  business  of  the  manu¬ 
facturer,  packer,  or  distributor. 

(b)  The  requirement  for  declaration  of 
the  name  of  the  manufacturer,  packer,  or 
distributor  shall  be  deemed  to  be  satisfied, 
in  the  case  of  a  corpmation.  only  by  the 
actual  corporate  name,  which  may  be 
preceded  or  followed  by  the  name  of  the 
particular  division  of  the  corporatiem.  In 
the  case  of  an  individual,  partnership,  or 
association,  the  name  under  which  the 
business  is  conducted  shall  be  used. 

(c)  Where  the  food  is  not  manufac¬ 

tured  by  the  person  whose  name  appears 
on  the  label,  the  name  shall  be  qualified 
by  a  phrase  that  reveals  the  connection 
such  person  has  writh  such  food;  such  as 
“Manufactured  for _ ”,  “Dis¬ 
tributed  by _ ”,  or  any  other 

wording  that  expresses  the  facts. 

(d)  The  statement  of  the  place  of 
business  shall  include  the  street  address, 
city.  State,  and  ZIP  code;  however,  the 
street  address  may  be  omitted  if  it  is 
shown  in  a  current  city  directory  or  tele¬ 
phone  directory.  The  requirement  for 
inclusion  of  the  ZIP  code  shall  apply 
only  to  consumer  commodity  labels  de¬ 
veloped  or  revised  after  the  effective  date 
of  ^is  section.  In  the  case  of  noncon- 
siuner  packages,  the  ZIP  code  shall  ap¬ 
pear  either  on  the  label  or  the  labeling 
(including  invoice). 

(e)  If  a  person  manufacturers,  packs, 
or  distributes  a  food  at  a  place  other  than 
his  principal  place  of  business,  the  label 
may  state  the  principal  place  of  business 
in  lieu  of  the  actu^  place  where  such 
food  was  manufactured  or  packed  or  is 
to  be  distributed,  unless  such  statement 
would  be  misleading. 

§  101.6  Label  designation  of  ingredienlit 
for  standardized  foods. 

(a)  There  is  significant  consumer  in¬ 
terest  that  the  labels  of  standardized 
foods  bear  complete  information  on  the 
ingredioits  contained  in  the  food.  In  the 
absence  of  legal  authority  to  require  that 
the  label  bear  such  Information,  the  Pood 


and  Drug  Administration  encourages  all 
manufacturers,  packers,  and  distributors 
to  voluntarily  make  such  disclosure. 

(b)  The  Pood  and  Drug  Administra- 
tiem  intends  to  amend  the  definitions  and 
standards  of  identity  of  food  by  setting 
into  motion  as  rapidly  as  possible  the 
provisiems  of  section  401  of  the  act  to 
require -label  declaration  of  all  optional 
ingredients  with  the  exception  of  op¬ 
tional  spices,  flavorings,  and  colorings 
which  may  continue  to  be  designated  as 
such  without  specific  ingredient  declara- 
tiCMl. 

(c)  Statutory  authority  does  not  exist 
to  require  the  declaration  of  mandatory 
ingredients  on  the  label  of  standardized 
foods. 

(d)  The  requirement  (set  forth  in  some 
of  the  definitions  and  standards  of  iden¬ 
tity  for  food)  that  designated  optional 
ingredients  such  as  spices,  flavorings, 
colorings,  emulsifiers,  flavor  enhancers, 
stabilizers,  preservatives,  and  sweeteners 
be  declared  in  a  specified  mamier  on  the 
label  wherever  the  name  of  the  standard¬ 
ized  food  appears  on  the  label  so  con¬ 
spicuously  as  to  be  easily  seen  under  cus¬ 
tomary  conditions  of  purchase  shall  not 
apply  to  any  manufacturer,  packer,  or 
distributor  of  a  standardized  food  who 
voluntarily  labels  such  food  in  the  man¬ 
ner  indicated  by  section  403  (i)  of  the  act 
<21  U.S.C.  343(1)).  and  the  regulations 
promulgated  thereunder,  and  who  other¬ 
wise  complies  with  such  definition  and 
standard.  Words  and  statements  that 
significantly  differentiate  between  sev¬ 
eral  foods  complying  with  the  same 
standard  by  describing  the  optional 
forms  or  varieties,  the  packing  medium, 
and  significant  characterizing  ingredi¬ 
ents  present  in  the  food,  shall  continue 
to  be  declared  in  the  manner  as  required 
by  the  particular  standard. 

§‘101.8  Lubeling  of  food  hiiIi  iiuiiilM'r 
of  serving.*!. 

(a)  The  label  of  any  package  of  a  food 
which  bears  a  representation  as  to  the 
number  of  servings  contained  in  such 
package  shall  bear  in  immediate  con¬ 
junction  with  such  statement,  and  in  the 
same  size  type  as  is  used  for  such  state¬ 
ment,  a  statement  of  the  net  quantity 
(in  terms  of  weight,  measiue,  or  numeri¬ 
cal  count)  of  each  such  serving;  however, 
such  statement  may  be  expressed  in 
terms  that  differ  from  the  terms  used  in 
the  required  statement  of  net  quantity 
of  contents  (for  example,  cupfuls,  table¬ 
spoonfuls.  etc.)  when  such  differing  term 
is  common  to  C(x>kery  and  describes  a 
constant  quantity.  Such  statement  may 
not  be  misleading  in  any  particular.  A 
statement  of  the  number  of  units  in  a 
package  is  not  In  itself  a  statement  of 
the  number  of  servings. 

(b)  If  there  exists  a  voluntary  prod¬ 
uct  standard  promulgated  pursuant  to 
the  procedures  foimd  in  15  CFR  Part  10 
by  the  Department  of  Commerce,  quan¬ 
titatively  defining  the  meaning  of  the 
term  “serving”  with  respect  to  a  par¬ 
ticular  food,  then  any  label  representa¬ 
tion  as  to  the  number  of  servings  in  such 
packaged  food  shall  correspond  with 
such  quanUtative  definition.  (Copies  of 
puUished  standards  are  available  upon 
request  from  the  National  Bureau  of 
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Standards,  Department  of  Commerce, 
Washington,  DC  20234.) 

§  101.9  Nutrition  labeling  of  food. 

(a)  Nutrition  information  relating  to 
food  may  be  included  on  the  label  and 
in  the  labeling  of  a  product;  Provided, 
That  it  conforms  to  the  requirements  of 
this  section.  Except  as  provided  in  para¬ 
graph  (h)  of  this  section,  inclusion  of 
any  added  vitamin,  mineral,  or  protein 
in  a  product  or  of  any  nutrition  claim 
or  information,  other  than  sodium  con¬ 
tent,  on  a  label  or  in  advertising  for  a 
food  subjects  the  label  to  the  require¬ 
ments  of  this  section,  and  in  ladling 
for  a  food  subjects  the  label  and  that 
labeling  to  the  requirements  of  this  sec¬ 
tion. 

(1)  Solicitation  of  requests  for  nutri¬ 
tion  information  by  a  statement  “For 

nutrition  information  write  to _ 

_ ”  on  the  label  or  in  the 

labeling  or  advertising  for  a  food,  or  pro¬ 
viding  such  information  in  a  direct  writ¬ 
ten  reply  to  a  solicited  or  unsolicited 
request,  does  not  subject  the  label  or  the 
labeling  to  the  requirements  of  this  sec¬ 
tion  if  no  other  nutrition  claim  is  made 
on  the  label  or  in  other  labeling  or  ad¬ 
vertising,  if  the  reply  to  the  request  con¬ 
forms  to  the  requirements  of  this  sec¬ 
tion,  and  if  no  vitamin,  mineral,  or  pro¬ 
tein  is  added  to  the  food. 

(2)  If  any  vitamin  and/or  mineral  is 
added  to  a  food  so  that  a  single  serving 
provides  50  percent  or  more  of  the  U.S. 
Recommended  Daily  Allowance  (U.S. 
RDA)  for  adults  and  children  4  years  or 
more  of  age,  as  specified  in  §  105.3  of  this 
chapter,  of  any  one  of  the  added  vi¬ 
tamins  and/or  minerals,  unless  such  ad¬ 
dition  is  permitted  or  required  in  other 
regulations,  e.g.,  a  standard  of  identity 
or  nutritional  quality  guideline,  or  is 
oth^wise  exempted  by  the  Oommissloner 
the  food  shall  conform  to  the  standard 
or  identity  set  forth  in  §  105.85  of  this 
chapter,  and  shall  also  conform  to  the 
labeling  established  in  §  105.85  of  this 
chapter,  except  that  the  labeling  estab¬ 
lished  in  paragraph  (c)  of  this  section 
including  the  order  for  listing  vitamins 
and  minerals  established  in  paragraph 
(c)  (7)  (iv)  of  this  section,  shall  be  used 
in  lieu  of  the  labeling  established  in 
§  105.85(1)  (1)  of  this  chapter. 

(b)  All  nutrient  quantities  (including 
vitamins,  minerals,  calories,  protein,  car¬ 
bohydrate,  and  fat)  shall  be  declared  in 
relation  to  the  average  or  usual  serving 
or,  where  the  food  is  customarily  not 
consumed  directly,  in  relation  to  the 
average  or  usual  portion.  Another  col¬ 
umn  of  figures  may  be  used  to  declare 
the  nutrient  quantities  in  relation  to 
the  average  or  usual  amount  consumed 
on  a  daily  basis,  in  the  same  format  re¬ 
quired  in  paragraph  (c)  of  this  section 
for  the  serving  (portion) ,  where  reliable 
data  have  established  that  the  food  is 
customarily  consumed  more  than  once 
during  the  day  and  the  average  or  usual 
amount  so  consumed. 

(1)  The  term  “serving”  means  that 
reasonable  quantity  of  food  suited  for 
or  practicable  of  cimsumpticm  as  part  of 
a  meal  by  an  adult  male  engaged  in  light 


physical  activity,  or  by  an  infant  or  child 
imder  4  years  of  age  when  the  article 
purports  or  is  represMited  to  be  for  ctm- 
sumption  by  an  infant  or  child  under  4 
years  of  age.  The  term  “portitm”  means 
the  amount  of  a  food  custmnarily  used 
only  as  an  ingredient  in  the  prepara¬ 
tion  of  a  meal  component  (e.g.,  ^  cup 
flour,  Vi  tablespoon  cooking  oil  or  V4  cup 
tCHnato  paste) .  A  label  statement  regard¬ 
ing  a  serving  (portion)  shall  be  in  terms 
of  a  convenient  unit  of  such  food  or  a 
convenient  unit  of  measure  that  can  be 
easily  identified  as  an  average  or  usual 
serving  (jwrtion)  and  can  be  readily 
xmderstood  by  purchasers  of  such  food 
(e.g.,  a  serving  (portion)  may  be  ex¬ 
pressed  in  slices,  cookies,  or  wafers;  or 
in  terms  of  ounces,  fiuid  ounces,  tea¬ 
spoonfuls,  tablespoonfuls,  or  cupfuls) . 

(2)  A  teaspoonful  shall  be  considered 
to  mean  5  milliliters  (approximately  one- 
sixth  fiuid  ounce)  in  volmne;  a  table¬ 
spoon  shall  be  considered  to  mean  15 
milliliters  (approximately  one-half  fiuid 
ounce)  in  volume;  and  a  cupful  shall  be 
considered  to  mean  240  milliliters  (ap¬ 
proximately  8  fiuid  ounces)  in  volmne. 
The  weight  of  the  serving  (portion)  may 
also  be  expressed  in  grams. 

(3)  The  declaration  of  nutrient  quan¬ 
tities  shall  be  on  the  basis  of  the  food 
as  packaged.  Another  column  of  figures 
may  be  used  to  declare  the  nutrient 
quantities  on  the  basis  of  the  food  as 
consumed  after  cooking  or  other  prep¬ 
aration,  in  the  same  format  required 
in  paragraph  (c)  of  this  section  for  the 
food  alone:  Provided,  That  the  specific 
method  of  cooking  or  other  preparation 
shall  be  disclosed  in  a  prominent  state¬ 
ment  immediately  following  the  infor¬ 
mation  required  by  paragraph  (c)  of 
this  section. 

(c)  The  declaration  of  nutrition  in¬ 
formation  on  the  label  and  in  labeling 
shall  contain  the  following  information 
in  the  following  order,  using  the  head¬ 
ings  specified,  imder  the  overall  heading 
of  “Nutrition  Information  Per  Serving 
(Portion) .”  The  terms  “Per  Serving 
(Portion)”  are  optional  and  may  follow 
or  be  placed  directly  below  the  terms 
“Nutrition  Information.” 

(1)  “Serving  (portion)  size”:  A  state¬ 
ment  of  the  serving  (portion)  size. 

(2)  “Servings  (portions)  per  contain¬ 
er”;  The  number  of  servings  (portitms) 
per  container. 

(3)  “Caloric  content"  or  “Calories”:  A 
statement  of  the  caloric  content  per  serv¬ 
ing  (portion),  expressed  to  the  nearest 
2 -calorie  increment  up  to  and  including 
20  calories,  5-calorie  incronent  above 
20  calories  and  up  to  and  Including  50 
calories,  and  10-calorie  increment  above 
50  calories.  Caloric  content  shsdl  be 
determined  by  the  Atwater  method  as 
described  in  A.  L.  Merrill  and  B.  K.  Watt, 
“Energy  Value  of  Foods — ^Basis  and 
Derivation,”  USDA  Handbo<*  74  (1955)  .* 
Caloric  content  may  be  calculated  on 
the  basis  of  4,  4,  and  9  calories  per  gram 


>  Copies  may  be  obtained  from:  Division  of 
Hutrltlon  (HFP-360),  Bureau  of  Foods,  Food 
and  Drug  Admlnlstiation,  200  C  Street  SW., 
Washington,  D.C.  20204. 


for  prot^,  carbohydrate,  and  fat  re¬ 
spectively  unless  the  use  of  these  values 
gives  a  caloric  value  more  than  20  per¬ 
cent  greater  than  the  caloric  value  ob¬ 
tained  when  using  the  more  accurate 
values  determined  by  use  of  the  Atwater 
method  as  found  in  USDA  Handbook  74 
(1955).‘ 

(4)  “Protein  content”  or  “Protein”:  A 
statement  of  the  number  of  grams  of 
protein  in  a  serving  (portion),  expressed 
to  the  nearest  gram.  Protein  content  may 
be  calculated  on  the  basis  of  the  factor 
of  6.25  times  the  nitrogen  content  of  the 
food  as  determined  by  the  appropriate 
method  of  analysis  of  the  Association  of 
OfBcial  Analytical  Chemists,  11th  edi¬ 
tion,  1970,*  except  when  the  official  pro¬ 
cedure  for  a  specific  food  requires  an¬ 
other  factor. 

(5)  “Carbohydrate  content”  or  “Car¬ 
bohydrate”:  A  statement  of  the  number 
of  grams  of  carbohydrate  in  a  serving 
(portion)  expressed  to  the  nearest  gram. 

(6)  “Pat  content”  or  “Pat”:  A  state¬ 
ment  of  the  number  of  grams  of  fat  in  a 
serving  (portion)  expressed  to  the  near¬ 
est  gram.  Fatly  acid  composition,  choles¬ 
terol  content,  and  sodiiun  content  may 
also  be  declared  in  compliance  with 
§!  101.25  and  105.69  of  this  chapter. 

(1)  When  fatty  acid  composition  is 
declared,  the  information  on  fatty  acids 
required  by  §  101.25(c)  shall  be  placed  on 
the  label  immediately  following  the  state¬ 
ment  of  fat  content.  The  declaratory  in¬ 
formation  statement  required  by  §  101.25 

(d)  shall  be  placed  either  tmm^iately 
following  the  statement  on  fat  and 
fatty  acids  or  shall  be  appropriately  ref¬ 
erenced  by  symbol  and  placed  immedi¬ 
ately  following  the  completed  nutrition 
information  statement. 

(il)  When  cholesterol  content  is  de¬ 
clared,  the  information  on  cholesterol 
required  by  §  101.25(b)  shall  immediately 
follow  the  statement  on  fat  content  (and 
fatty  acids,  if  stated).  The  declaratory 
information  statement  required  by 
§  101.25(d)  shall  be  placed  either  im¬ 
mediately  following  the  statement  on 
cholesterol  or  shall  be  appropriately  ref¬ 
erenced  by  symbol  and  placed  immedi¬ 
ately  following  the  completed  nutrition 
information  statement. 

(ill)  When  both  fatty  acid  and  cho¬ 
lesterol  Information  are  provided,  the 
declaratory  information  statement  may 
be  combined  as  permitted  by  §  101.25(d) . 

(iv)  When  soffium  is  declared,  the  in¬ 
formation  on  sodium  required  by  §  105.69 
of  this  chapter  shall  be  placed  on  the 
label  immediately  following  the  state¬ 
ment  on  fat  content  (and  fatty  acid  and/ 
or  cholesterol,  if  stated) . 

(7)  “Percentage  of  U.S.  Recommended 
Daily  Allowances  (U.S.  RDA)”:  A  state¬ 
ment  of  the  amount  per  serving  (portlcm) 
of  the  protein,  vitamins,  and  minerals, 
as  described  in  this  paragraph  (c)  (7) , 
expressed  in  percentage  of  the  U.S.  Rec¬ 
ommended  D«dly  Allowance  (U.S.  RDA) . 

(i)  The  percentages  shall  be  expressed 
in  2-percent  increments  up  to  and  in- 

*  0>pies  may  be  obtained  from:  Association 
of  Official  Analytical  Chemists,  P.O.  Box  S40, 
Benjamin  Franklin  Station,  Washlngtmi,  D.C. 
20044. 
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eluding  the  10-percent  level,  S-percent 
Increments  above  10  percent  and  up  to 
and  including  the  50-percent  level,  and 
10-percent  increments  above  the  50-per¬ 
cent  level.  Nutrients  present  in  amounts 
less  than  2  percent  of  the  U.S.  RDA  may 
be  indicated  by  a  zero,  or  by  an  asterisk 
referring  to  another  asterisk  placed  at 
the  bottom  of  the  table  and  followed  by 
the  statement  “contains  less  than  2  per¬ 
cent  of  the  U.S.  RDA  of  this  (these)  nu¬ 
trient  (nutrients).”  However,  when  a 
product  c(mtains  less  than  2  percent  of 
the  U.S.  ROA  for  each  of  five  or  more  of 
the  eight  nutrients  specified  in  paragraph 

(c)  (7)  (iil)  of  this  section,  the  manu¬ 
facturer  or  distributor  may  choose  to 
declare  no  more  than  three  of  those  nu¬ 
trients  and  none  of  the  remainder  listed 
in  paragraph  (c)  (7)  (iv)  of  this  section. 
The  statement  “contains  less  than  2  per¬ 
cent  of  the  U.S.  RDA  of _ ”,  list¬ 

ing  whichever  of  the  eight  nutrients  are 
present  at  less  than  2  percent  of  the 
U.S.  RDA  and  have  not  been  declared, 
shall  directly  follow  the  declared  nutrient 
in  the  same  type  size.  Any  nutrient  de¬ 
clared  shall  always  appear  in  the  order 
established  in  paragraph  (c)(7)(iv)  of 
this  section. 

(ii)  The  declaration  of  protein,  which 
shall  come  first,  shall  be  a  statement  of 
the  amount  per  serving  (portion)  of  pro¬ 
tein,  expressed  as  a  percentage  of  the 
U.S.  RDA. 

(a)  The  U.S.  RDA  of  the  protein  in  a 
food  product  is  45  grams  if  the  protein 
eflSciency  ration  (PER)  of  the  total  pro¬ 
tein  in  the  product  is  equal  to  or  greater 
than  that  of  casein,  and  65  grams  if 
the  PER  of  the  total  protein  in  the  prod¬ 
uct  is  less  than  that  of  casein.  The  per¬ 
centage  of  the  U.S.  RDA  shall  be  declared 
as  described  in  paragraph  (c)(7)(i)  of 
this  section. 

(5)  Total  protein  with  a  PER  less  than 
20  percent  of  the  PE^R  of  casein  may  not 
be  stated  on  the  label  in  terms  of  per¬ 
centage  U.S.  RDA,  and  the  statement  of 
protein  content  in  grams  per  serving 
(portion)  under  paragraph  (c)  (4)  of 
this  section  shall  be  modified  by  the 
statement  “not  a  significant  source  of 
protein”  immediately  adjacent  to  the 
protein  content  statemen  t  regardless  of 
the  actual  amount  of  protein  present. 

(iil)  The  declaration  of  vitamins  and 
minerals  as  a  percent  of  the  U.S.  RDA 
which  shall  follow  the  protein  declara¬ 
tion,  shall  include  vitamin  A,  vitamin  C, 
thiamine,  ribofiavin,  niacin,  calcium,  and 
iron,  in  that  order,  and  shall  include  any 
of  the  other  vitamins  and  minerals  listed 
in  paragraph  (c)  (7)  (iv)  of  this  section 
when  they  are  added  and  may  list  any 
of  the  other  vitamins  and  minerals  listed 
in  paragraph  (c)(7)(iv)  of  this  section 
when  they  are  nsdiurally  occurring  in  the 
order  listed  therein. 

(iv)  The  following  UH.  Recommended 
Daily  Allowances  (UJ3.  RDA)  and  no¬ 
menclature  are  established  for  these  vl- 
tamins  and  minerals,  essential  in  human 
nutrition; 


Vitamin  A,  5,000  International  Unite 
Vitamin  C.  60  mlUigrams.' 

Thiamine,  1.5  mUIlgrams.’ 

Riboflavin,  1.7  milligrams  * 

Niacin,  20  milligrams. 

Calcium,  1.0  gram. 

Iron,  18  mUllgrams. 

Vitamin  D,  400  International  Unite 
Vitamin  E,  30  International  Units. 

Vitamin  B,.  2.0  mUllgrams. 

Folic  acid,  0.4  milligrams. 

Vitamin  6  mlcrograms. 

Phosphorus,  1.0  gram. 

Iodine,  150  mlcrograms. 

Magnesium,  400  milligrams 
Zinc,  15  milligrams. 

Copper,  2  milligrams. 

Biotin,  0.3  milligram. 

Pantothenic  acid,  10  mUllgrams. 

These  nutrients  and  levels  have  been 
derived  by  the  Food  and  Drug  Adminis- 
tratimi  from  the  “Recommended  Dietary 
Allowances,”  published  by  the  Food  and 
Nutrition  Board,  National  Academy  of 
Sciences-National  Research  Council, 
and  are  subject  to  amendment  from  time 
to  time  as  more  information  on  human 
nutrition  becomes  available. 

(V)  No  claim  may  be  made  that  a  food 
is  a  significant  source  of  a  nutrient  unless 
that  nutrient  is  present  in  the  food  at  a 
level  equal  to  or  in  excess  of  10  percent 
of  the  U.S.  RDA  in  a  serving  (portion). 
No  claim  may  be  made  that  a  f(X}d  11  nu¬ 
tritionally  superior  to  another  food  un¬ 
less  it  contains  at  least  10  percent  more 
of  the  U.S.  RDA  of  the  claimed  nutrient 
per  serving  (portion). 

(d)  Products  with  separately  pack¬ 
aged  ingredients  or  to  which  other  in¬ 
gredients  are  added  by  the  user  may  be 
labeled  as  follows : 

(1)  If  a  product  is  comprised  of  two 
or  more  separately  packaged  ingredients 
enclosed  in  an  outer  (X)ntainer.  nutri¬ 
tion  labeling  of  the  total  product  shall 
be  located  on  the  outer  container  to 
provide  information  for  the  consumer  at 
the  point  of  purchase.  However,  when 
two  or  more  food  products  are  simply 
combined  together  in  such  a  manner 
that  no  outer  container  is  used,  or  no 
outer  label  is  available,  each  product 
shall  have  its  own  nutrition  informa¬ 
tion,  e.g.,  two  boxes  taped  together  or 
two  cans  combined  in  a  clear  plastic 
overwrap. 

(2)  If  a  food  is  commonly  combined 
with  another  ingredient(s)  before  eat¬ 
ing  and  directions  for  such  combina¬ 
tion  are  provided,  another  coliimn  of 
figures  may  be  used  to  provide  a  list  of 
the  nutrient  contents  for  the  final  com¬ 
bination  in  the  same  format  required 
in  paragraph  (c)  of  this  section  for 
the  food  alone  (e.g.,  a  dry  ready-to- 
eat  cereal  may  be  described  with  one 


*  The  following  synonyms  may  be  added  In 
parantbeses  Immediately  following  tbe  name 
of  tbe  vitamin: 

Vitamin  C _ Ascorbic  acid 

Folic  add _ Fdadn 

Riboflavin _ Vitamin  Bj 

Tbiamlne _ _ _ Vitamin  B, 


set  of  percentage  U.S.  RDA  values  for 
the  cereal  as  sold  (per  ounce),  and  an¬ 
other  set  for  the  cereal  smd  milk  as  sug¬ 
gested  in  the  label  (per  oimce  of  cereal 
and  one-half  cup  of  vitamin  D  fortified 
whole  milk) ;  and  a  cake  mix  may  be 
labeled  with  one  set  of  percentage  U.S. 
RDA  values  for  the  dry  mix  (per  serv¬ 
ing),  and  another  set  for  a  serving  of 
the  final  cake  when  prepared) .  The  type 
and  quantity  of  the  other  ingredient(s) 
to  be  added  by  the  user  to  the  product 
.shall  be  specified. 

(e)  Compliance  with  this  section  shall 
be  determined  as  follows: 

(DA  collection  of  primary  containers 
or  units  of  the  same  size,  type,  and  style 
produced  under  conditions  as  nearly  uni¬ 
form  as  possible,  designated  by  a  com¬ 
mon  container  code  or  marking,  or  in 
the  absence  of  any  common  container 
code  or  mariiing  a  day’s  production,  con¬ 
stitutes  a  “lot.” 

(2)  The  sample  for  nutrient  analysis 
shall  consist  of  a  composite  of  12  sub¬ 
samples  (consumer  imits) ,  taken  one 
from  each  of  12  different  randomly 
chosen  shipping  cases,  to  be  representa¬ 
tive  of  a  lot.  Composites  shall  be  anal3rzed 
by  Association  of  OflQcial  Analytical 
Chemists  (AOAC)  methods  where  avail¬ 
able  or,  if  no  AOAC  method  is  avail¬ 
able.  by  reliable  and  appropriate  analyti¬ 
cal  procedures.  Alternative  methods  of 
analysis  may  be  submitted  to  the  Food 
and  Drug  Administration  to  determine 
their  acceptability. 

(3)  Two  classes  of  nutrients  are  de¬ 
fined  for  purposes  of  compliance : 

Class  I.  Added  nutrtents  In  fortified  or  fabri¬ 
cated  foods. 

Class  n.  Naturally  occurring  (Indigenous) 

nutrients. 

If  any  ingredient  which  contains  a  nat¬ 
urally  occurring  (indigenous)  nutrient  is 
added  to  a  food,  the  total  amount  of  such 
nutrient  in  the  final  food  product  is 
subject  to  Class  n  requirements  unless 
the  same  nutrient  is  also  added. 

(4)  A  food  with  a  label  declaration 
of  a  vitamin,  mineral,  or  protein  shall 
be  deemed  to  be  misbranded  under  sec¬ 
tion  403(a)  of  the  act  unless  it  meets  the 
following  requirements: 

(1)  Class  /  vitamin,  mineral,  or  pro¬ 
tein.  The  nutrient  content  of  the  com¬ 
posite  is  at  least  equal  to  the  value  for 
that  nutrient  declared  on  the  label. 

(ii)  Class  II  vitamin,  mineral,  or  pro¬ 
tein.  The  nutrient  content  of  the  com¬ 
posite  is  at  least  equal  to  80  percent  of 
the  value  for  that  nutrient  declared  on 
the  label. 

Provided,  That  no  regulatory  action  will 
be  based  on  a  determination  of  a  nu¬ 
trient  value  which  falls  below  this  level 
by  a  factor  less  than  the  variability  gen¬ 
erally  recognized  for  the  analytical 
method  used  in  that  food  at  the  level 
involved. 

(5)  A  food  with  a  label  declaration  of 
calories,  carbohydrates,  or  fat  shall  be 
deemed  to  be  misbranded  under  section 
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403  (a>  of  the  act  unless  the  nutrient 
content  of  the  composite  is  no  greater 
than  20  percent  in  excess  of  the  value 
for  that  nutrient  declared  on  the  label. 

(6)  Reasonable  excesses  of  a  vitamin, 
minersd,  or  protein  over  labeled  amoimts 
are  acceptable  within  good  manufactur¬ 
ing  practices.  Reasonable  deficiencies  of 
calories  or  fat  under  labeled  amounts 
are  acceptable  within  good  manufactur¬ 
ing  practices. 

(f)  Nutrition  information  provided  by 
a  manufacturer  or  distributor  directly  to 
professionals  (e.g.,  physicians,  dietitians, 
educators)  may  vary  from  the  require¬ 
ments  of  this  section  but  shall  also  con¬ 
tain  or  have  attached  to  it  the  nutrition 
information  exactly  as  required  by  this 
section. 

(g)  The  location  of  nutrition  infor¬ 
mation  on  a  label  shall  be  in  compliance 
with  §  101.2. 

(h)  The  following  foods  are  exempt 
fr(Mn  this  section  or  are  subject  to  special 
labeling  requirements: 

(1)  (i)  Except  where  expressly  cov¬ 
ered  by  §  105.65  of  this  chapter,  infant, 
baby,  and  junior-type  food  promoted  for 
infants  and  children  imder  4  years  of  age 
shall  include  nutrition  information  on 
the  label  and  in  labeling  in  compliance 
with  this  section,  except  that  the  U.S. 
Recommended  Daily  Allowance  (U.S. 
RDA)  levels  for  infants  from  birth  to  12 
months  of  age  or  for  children  under  4 
years  of  age  contained  in  §  105.3 (b>  of 
this  chapter  shall  be  used  in  lieu  of  the 
UjS.  RDA  levels  contained  in  paragraph 
(c)  (7)  (iv)  of  this  section. 

(ii)  Both  the  U.S.  RDA  levels  for  in¬ 
fants  from  birth  to  12  months  of  age  and 
the  U.S.  RDA  values  for  children  under 
4  years  of  age  may  be  declared  for  foods 
represented  or  intended  for  use  by  both 
infants  and  children  under  4  years  of 
age.  If  such  dual  declaration  is  used  on 
any  label,  it  shall  also  be  included  in  all 
labeling,  and  equal  prominence  shall  be 
given  to  both  values  in  all  promotional 
material. 

(iii)  For  the  purposes  of  labeling  these 
foods  with  a  percent  of  the  U.S.  RDA  for 
protein  for  infants,  a  value  of  18  grams 
of  protein  shall  be  the  UB.  RDA  value 
for  protein  with  a  protein  eflBciency  ratio 
(PER)  equal  to  or  greater  than  casein, 
and  25  grams  if  the  PER  of  the  protein  is 
less  than  the  PER  of  casein  but  greater 
than  40  percent  of  casein.  For  purposes 
of  labeling  foods  for  children  under  4 
years  of  age  with  a  percent  of  the  U.S. 
RDA  for  protein,  a  value  of  20  grams  of 
protein  shall  be  the  UB.  RDA  value  for 
protein  with  a  PER  equal  to  or  greater 
than  casein,  and  28  grams  if  the  PER  of 
the  protein  is  less  than  the  PER  of  casein 
but  greater  than  20  percmt  of  casein. 

(iv)  Total  protein  with  a  PEIR  less  than 
40  percent  of  the  PER  of  casein  may  not 
be  stated  on  the  label  in  terms  of  per¬ 
centage  UB.  RDA  for  infants,  and  the 
statement  of  protein  content  in  grams 
per  serving  under  paragraph  (c)  (4)  of 
this  section  shall  be  modified  by  the 
statement  “not  a  significant  source  of 
protein  for  infants’’  immediately  adja¬ 
cent  to  the  protein  content  statement  re¬ 
gardless  of  the  actual  amount  of  protein 
present. 


(2)  Dietary  supplements,  the  nutrients 
of  which  consist  solely  of  vitamins  and/ 
or  minerals,  shall  be  labeled  in  compli¬ 
ance  with  §§  105.77  and  105.85  of  this 
chapter,  except  that  the  labeling  of  a 
dietary  supplement  in  food  form,  e.g..  a 
breakfast  cereal,  shall  conform  to  the 
labeling  established  in  paragraph  (c)  of 
this  section,  including  the  order  for  list¬ 
ing  vitamins  and  minerals  established  in 
paragraph  (c)(7Hiv)  of  this  section,  in 
lieu  of  the  labeling  established  in  §  105.85 

( i )  ( 1 )  of  this  chapter. 

(3)  Any  food  represented  for  use  as 
the  sole  item  of  the  diet  shall  be  labeled 
in  compliance  with  Part  105  of  this 
chapter. 

(4)  Foods  represented  for  use  solely 
under  medical  supervision  to  meet  nutri¬ 
tional  requirements  in  specific  medical 
conditions  shall  be  labeled  in  compliance 
with  Part  105  of  this  chapter. 

(5)  Iodized  salt  shall  be  labeled  in  com¬ 
pliance  with  §  100.155  of  this  chapter  and 
when  used  in  a  food  does  not  subject  that 
food  to  labeling  under  this  section  if  it 
is  declared  in  the  ingredient  statement  by 
its  name  (iodized  salt)  and  neither  iodine 
nor  iodized  salt  is  otherwise  referred  to 
on  the  label  or  in  labeling  or  advertising. 

(6)  A  nutrient (s)  included  in  food 
solely  for  technological  purposes  may  be 
declared  solely  in  the  ingredient  state¬ 
ment,  without  complying  with  this  sec¬ 
tion,  if  the  nutrient (s)  is  otherwise  not 
referred  to  on  the  label  or  in  labeling 
or  in  advertising. 

(7)  A  standardized  food  containing  an 
added  nutrient(s),  e.g.,  enriched  flour, 
and  included  in  another  food  as  a  com¬ 
ponent  may  be  declared  in  the  ingredient 
statement  by  its  standardized  name, 
without  compliance  with  this  section,  if 
neither  the  nutrient (s)  nor  the  compo¬ 
nent  is  otherwise  referred  to  on  the  label 
or  in  labeling  or  in  advertising. 

(8)  Food  products  shipped  in  bulk  form 
for  use  solely  in  the  manufacture  of  other 
foods  and  not  for  distribution  to  con¬ 
sumers  in  such  bulk  form  or  container. 

(9)  Food  products  containing  an  added 
vitamin,  mineral,  or  protein,  or  for  which 
a  nutritional  claim  is  made  on  the  label 
or  in  labeling  or  in  advertising,  which  are 
supplied  for  institutional  food  service 
use  only:  Provided.  That  the  manufac¬ 
turer  or  distributor  provides  the  nutri¬ 
tion  information  required  by  this  section 
directly  to  those  institutions  on  a  ciir- 
rent  basis. 

(10)  Fresh  fruits  and  fresh  vegetables, 
pending  promulgation  of  specific  labeling 
requirements  for  these  products. 

(i)  A  food  labeled  under  the  provisions 
of  this  section  shall  be  deemed  to  be  mis¬ 
branded  imder  sections  201  (n)  and  403 
(a)  of  the  act  if  its  labeling  represents, 
suggests,  or  implies: 

(1)  That  the  food  because  of  the  pres¬ 
ence  or  absence  of  certain  dietary  prop¬ 
erties,  is  adequate  or  effective  in  the  pre¬ 
vention.  cure,  mitigation,  or  treatment  of 
any  disease  or  symptom. 

(2)  That  a  balanced  diet  of  ordinary 
foods  cannot  supply  adequate  amounts 
of  nutrients. 

(3)  ITiat  the  lack  of  optimum  nutri¬ 
tive  quality  of  a  food,  by  reason  the 


soil  on  which  that  food  was  grown,  is  or 
may  be  responsible  for  an  inadequacy  or 
deficiency  in  the  quality  of  the  daily  diet. 

(4)  That  the  storsige,  transportation, 
processing  or  cooking  of  a  food  is  or  may 
be  responsible  for  an  inadequacy  or  de¬ 
ficiency  in  the  quality  of  the  daily  diet. 

(5)  'That  the  food  has  dietary  proper¬ 
ties  when  such  properties  are  of  no  sig¬ 
nificant  value  or  need  in  human  nutri¬ 
tion.  Ingredients  or  products  such  as 
rutin,  other  biofiavonoids,  para-amino- 
benzoic  acid,  inositol,  and  similar  sub¬ 
stances  which  have  in  the  past  been  rep¬ 
resented  as  having  nutritional  proper¬ 
ties  but  which  have  not  been  shown  to 
be  essential  in  human  nutriticm  may  not 
be  combined  with  vitamins  and/or  min¬ 
erals,  added  to  food  labeled  in  accord¬ 
ance  with  this  section,  or  otherwise  used 
OP  represented  in  any  way  which  states 
or  implies  nutritional  benefit.  Ingredi¬ 
ents  or  products  of  this  type  may  be 
marketed  as  individual  products  or  mix¬ 
tures  thereof:  Provided,  That  the  possi¬ 
bility  of  nutritional,  dietary,  or  thera¬ 
peutic  value  is  not  stated  or  implied,  e.g., 
their  labeling  does  not  state  that  their 
usefulness  in  hiunan  nutrition  has  not 
been  established  and  does  not  otherwise 
disclaim  nutritional,  dietary,  cm*  ther¬ 
apeutic  value. 

(6)  That  a  natural  vitamin  in  a  food  is 
superior  to  an  added  or  ssmthetic  vita¬ 
min,  or  to  differentiate  in  any  way  be¬ 
tween  vitamins  naturally  present  from 
those  added. 

(Secs.  201(n).  403(a).  701(a).  52  SUt.  1040- 
1042,  1047,  1055;  21  U.S.C.  321  (n),  343(a). 
371(a).) 

§  101.10  Nulrilion  labeling  of  restaurant 
fuo«ls. 

A  nutrition  claim  or  nutrition  infor¬ 
mation  concerning  a  combination  of 
restaurant  foods,  e.g.,  the  total  nutri¬ 
tional  value  of  a  meal  consisting  of  a 
hamburger,  french  fries,  and  milk  shake, 
may  be  included  in  advertising  and/or  in 
labeling  (other  than  labels) ,  without 
causing  nutrition  information  to  be  re¬ 
quired  on  the  label(s)  of  each  article  of 
food :  Provided.  That  complete  nutrition 
information  for  the  combination  of  foods 
(the  combination  as  an  entity  without 
the  nutritional  value  of  each  article 
being  specified)  in  the  format  established 
by  §  101.9(c)  is  effectively  displayed  to 
the  customer  both  when  he  orders  the 
food  and  when  he  consumes  the  food. 
This  statement  of  policy  does  not  apply 
to  food  dispensed  in  automatic  vending 
machines. 

(Secs.  201,  403.  701(a),  52  SUt.  1040-1042  as 
amended,  1047-1048  as  amended,  1055  (21 
UB.C.  321,  343,  371  (a)  ) .) 

§  101.15  Ff>od;  prominence  of  required 
statements. 

(a)  A  word,  statraient,  or  other  in¬ 
formation  required  by  or  under  authority 
of  the  act  to  ai^ar  on  the  label  may  lack 
that  prominence  and  conspicuousness 
required  by  section  403(f)  of  the  act  by 
reason  (among  other  reasons)  of : 

(1)  The  failure  of  such  word,  state¬ 
ment,  or  information  to  appear  on  the 
part  or  panel  of  the  label  which  is  pre- 
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Rented  or  displayed  under  customary 
c(mdltions  of  purchase; 

(2)  Hie  faUure  of  such  word,  state¬ 
ment,  or  information  to  appear  on  two 
or  more  parts  or  panels  of  the  label,  each 
of  which  has  sufficient  space  therefor, 
and  each  of  which  is  so  designed  as  to 
render  it  likely  to  be,  imder  customary 
conditions  of  purchase,  the  part  or  panel 
displayed; 

(3)  The  failure  of  the  label  to  extend 
over  the  area  of  the  container  or  pack¬ 
age  available  for  such  extension,  so  as  to 
provide  sufficient  label  space  for  the 
pitHninent  placing  of  such  word,  state¬ 
ment,  or  information; 

(4)  Insufficiency  of  label  space  (for 
the  prominent  placing  of  such  word, 
statement,  or  information)  resulting 
from  the  use  of  label  space  for  any  word, 
statement,  design,  or  device  which  is  not 
required  by  or  under  authority  of  the 
act  to  appear  on  the  label; 

(5)  Insufficiency  of  label  space  (for 
the  prominent  placing  of  such  word, 
statement,  or  information)  resulting 
from  the  use  of  label  space  to  give  ma¬ 
terially  greater  conspicuousness  to  any 
other  word,  statement,  or  information, 
or  to  any  design  or  device;  or 

(6)  Smalln^  or  style  of  type  in 
which  such  word,  statement,  or  informa¬ 
tion  appears,  insufficient  background 
contrast,  obscuring  designs  or  vignettes, 
or  crowding  with  other  written,  printed, 
or  graphic  matter. 

(b)  No  exemption  depending  on  in¬ 
sufficiency  of  label  space,  as  prescribed 
in  regulations  promulgated  under  sec¬ 
tion  403  (e)  or  (1)  of  the  act.  shall  apply 
if  such  Insufficiency  is  caused  by: 

(1)  The  use  of  label  space  for  any 
word,  statement,  design,  or  device  which 
Is  not  required  by  or  under  authority  of 
the  act  to  appear  on  the  label; 

(2)  The  use  of  label  space  to  give 
greater  conspicuousness  to  any  word, 
statement,  or  other  Information  than  is 
required  by  section  403(f)  of  the  act;  or 

(3)  The  use  of  label  space  for  any  rep¬ 
resentation  In  a  foreign  language. 

(c)  (1)  All  words,  statements,  and 
other  Information  required  by  or  under 
authority  of  the  act  to  appear  on  the 
label  or  labeling  shall  appear  thereon 
In  the  English  language;  Provided,  how¬ 
ever,  That  in  the  case  of  articles  dis¬ 
tributed  solely  in  the  Commonwealth  of 
Puerto  Rico  or  in  a  Territory  where  the 
predominant  language  is  one  other  than 
English,  the  predominant  language  may 
be  substituted  for  English. 

(2)  If  the  label  contains  any  repre¬ 
sentation  in  a  foreign  language,  all 
words,  statements,  and  other  informa¬ 
tion  required  by  or  under  authority  of 
the  act  to  appear  on  the  label  shall 
appear  thereon  in  the  foreign  language: 
Provided,  however.  That  individual 
serving-size  packages  of  foods  contain¬ 
ing  no  more  than  1  ^  avoirdupois  ounces 
or  no  more  than  1  %  fluid  ounces  served 
with  meals  In  restaurants,  institutions, 
and  passenger  carriers  and  not  Intended 
for  sale  at  retail  are  exempt  from  the  re¬ 
quirements  of  this  paragraph  (c)  (2) .  If 
the  only  representation  In  the  foreign 
langiiage(s)  is  the  name  of  the  food. 
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(3)  If  any  article  of  labeling  (other 
than  a  label)  contains  any  representa¬ 
tion  in  a  foreign  language,  all  words, 
statements,  and  other  Information  re¬ 
quired  by  or  imder  authority  of  the  act 
to  appear  on  the  label  or  labeling  shall 
appear  on  such  article  of  labeling. 

§  101.17  Food  labeliiiK  warninit  wtut**- 

menlN. 

(a)  Self-pressurized  contcuners.  (1) 
The  label  of  a  food  packaged  in  a  self- 
pressurized  container  and  intended  to  be 
expelled  from  the  package  under  pres¬ 
sure  shall  bear  the  following  warning: 

Warning — Avoid  spraying  in  eyes. 
Contents  under  pressure.  Do  not  punc¬ 
ture  or  incinerate.  Do  not  store  at  tem¬ 
perature  above  120®  F.  Keep  out  of  reach 
of  children. 

(2)  In  the  case  of  products  intended 
for  use  by  children,  the  phrase  “except 
under  adult  supervision”  may  be  added  at 
the  end  of  the  last  sentence  in  the  warn¬ 
ing  required  by  paragraph  (a)(1)  of  this 
section. 

(3)  In  the  case  of  products  packaged 
in  glass  containers,  the  word  “break” 
may  be  substituted  for  the  word  “punc¬ 
ture”  In  the  warning  required  by  para¬ 
graph  (a)(1)  of  this  section. 

(4)  The  words  “Avoid  spraying  in 
eyes”  may  be  deleted  from  the  warning 
required  by  paragraph  (a)(1)  of  this 
section  in  the  case  of  a  product  not  ex¬ 
pelled  as  a  spray. 

(b)  Self -pressurized  containers  with 
halocarbon  or  hydrocarbon  propellants. 

(1)  In  addition  to  the  warning  required 
by  paragraph  (a)  of  this  section,  the  la¬ 
bel  of  a  food  packaged  in  a  self -pressur¬ 
ized  container  in  which  the  propellant 
consists  in  whole  or  In  part  of  a  halo- 
carbon  or  a  hydrocarbon  shall  bear  the 
following  warning: 

Warning — Use  only  as  directed.  Inten¬ 
tional  misuse  by  deliberately  concentrat¬ 
ing  and  Inhaling  the  contents  can  be 
harmful  or  fatal. 

(2)  The  warning  required  by  para¬ 
graph  (b)(1)  of  this  section  Is  not  re¬ 
quired  for  the  following  products: 

(I)  Products  expelled  in  the  form  of  a 
foam  or  cream,  which  contain  less  than 
10  percent  propellant  In  the  container. 

(II)  Products  In  a  container  with  a 
physical  barrier  that  prevents  escape  of 
the  propellant  at  the  time  of  use. 

(ill)  Products  of  a  net  quantity  of 
contents  of  less  than  2  ounces  that  are 
designed  to  release  a  measured  amoimt 
of  product  with  each  valve  actuation. 

(Iv)  Products  of  a  net  quantity  of 
contents  of  less  than  one-half  ounce. 

§101.18  Misbranding  of  food. 

(a)  Among  representations  in  the 
labeling  of  a  food  which  render  such  food 
misbranded  is  a  false  or  misleading  rep¬ 
resentation  with  respect  to  another  food 
or  a  drug,  device,  or  cosmetic. 

(b)  The  labeling  of  a  food  which  con¬ 
tains  two  or  more  Ingredients  may  be 
misleading  by  reason  (among  other  rea¬ 
sons)  of  the  designation  of  such  food  In 
such  labeling  by  a  name  which  Includues 
or  suggests  the  name  of  one  or  more  but 
not  all  such  ingredients,  even  though  the 
names  of  all  such  ingredients  are  stated 
elsewhere  in  the  labeling. 
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(c)  Among  representations  in  the  la¬ 
beling  of  a  food  which  render  such  food 
misbranded  is  any  representation  that 
expresses  or  implies  a  geogranhical  ori¬ 
gin  of  the  food  or  any  ingredient  of  the 
food  except  when  such  representation  is 
either: 

(1)  A  truthful  representation  of  geo¬ 
graphical  origin. 

(2)  A  trademark  or  trade  name  pro¬ 
vided  that  as  applied  to  the  article  in 
question  its  use  is  not  deceptively  mis- 
descriptlve.  A  trademark  or  trade  name 
composed  in  whole  or  in  part  of  geo¬ 
graphical  words  shaU  not  be  considered 
deceptively  misdescriptive  if  it: 

(1)  Has  been  so  long  and  exclusively 
used  by  a  manufacturer  or  distributor 
that  it  is  generally  understood  by  the 
consumer  to  mean  the  product  of  a  par¬ 
ticular  manufacturer  or  distributor;  or 

(ii)  Is  so  arbitrary  or  fanciful  that  it 
is  not  generally  understood  by  the  con¬ 
sumer  to  suggest  geographic  origin. 

(3)  A  part  of  the  name  required  by 
applicable  Federal  law  or  regulation. 

(4)  A  name  whose  market  significance 
is  generally  understood  by  the  consumer 
to  connote  a  particular  class,  kind,  type, 
or  style  of  food  rather  than  to  indicate 
geographical  origin. 

Subpart  B — Specific  Food  Labeling 
Requirements 

§  101.22  Foods;  labeling  of  spices,  fla¬ 
vorings,  colorings  and  chemical  pre¬ 
servatives. 

(a)(1)  The  term  “artificial  flavor”  or 
“artificial  flavoring”  means  any  sub¬ 
stance.  the  function  of  which  is  to  im¬ 
part  flavor,  which  is  not  derived  from  a 
spice,  fruit  or  fruit  Juice,  vegetable  or 
vegetable  Juice,  edible  yeast,  herb,  bark, 
bud,  root,  leaf  or  similar  plant  material, 
meat,  fish,  poultry,  eggs,  dairy  products, 
or  fermentation  products  thereof.  Ar¬ 
tificial  flavor  Includes  the  substances 
listed  in  S9  172.515(b)  and  182.60  of  this 
chapter  except  where  these  are  derived 
from  natural  sources. 

(2)  The  term  “spice”  means  any  aro¬ 
matic  vegetable  substance  in  the  whole, 
broken,  or  ground  form,  except  for  those 
substances  which  have  been  traditionally 
regarded  as  foods,  such  as  onions,  garlic 
and  celery;  whose  significant  functimi  in 
food  is  seasmiing  rather  than  nutri¬ 
tional;  that  is  true  to  name;  and  from 
which  no  portion  of  any  volatile  oil  or 
other  flavoring  principle  has  been  re¬ 
moved.  Spices  include  the  spices  listed 
in  {  182.10  of  this  chapter,  such  as  the 
following: 

Allspice  Marjoram 

Anise  Mustard  flour 

Basil  Nutmeg 

Bay  leaves  Oregano 

Caraway  seed  Paprika 

Cardamon  Parsley 

Celery  seed  Pepper,  black 

ChervU  Pepper,  white 

Cinnamon  Pepper,  red 

Cloves  Rosemary 

Coriander  Saffron 

Cumin  seed  Sage 

Dill  seed  Savory 

Fennel  seed  Star  aniseed 

Fenugreek  Tarragon 

Ginger  Thyme 

Horseradish  Turmeric 

Mace 
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Paprika,  turmeric,  and  saffron  (h*  other 
spices  which  are  also  colors,  shall  be 
declared  as  “spice  and  coloring^*  unless 
declared  by  their  comm(Hi  or  usual  name. 

(3)  The  term  “natural  flavor”  or 
“natural  flavoring”  means  the  essential 
oil,  oleoresin,  essence*  or  extractive,  pro¬ 
tein  hydrolysate,  distillate,  or  any  prod¬ 
uct  of  roasting,  heating  or  enzymol3^is, 
which  contains  the  flavoring  constituents 
derived  from  a  spice,  fruit  or  fruit  juice, 
vegetable  or  vegetable  Juice,  edible  yeast, 
herb,  bark,  bud,  root,  leaf  or  similar  plant 
material,  meat,  seafood,  poultry,  eggs, 
dairy  products,  or  fermentatirai  products 
thereof,  whose  significant  function  in 
food  is  flavoring  rather  than  nutritional. 
Natural  flavors  Include  the  natural  es¬ 
sence  or  extractives  obtained  from  plants 
listed  in  §S  182.10,  182.20,  182.30,  182.40, 
and  182.50  of  this  chapter,  and  the  sub¬ 
stances  listed  in  §  172.510  of  this  chapter. 

(4)  The  term  “artificial  color”  or  “ar¬ 
tificial  coloring”  means  any  “color  addi¬ 
tive”  as  defined  in  S  8.1(f)  of  this 
chapter. 

(5)  The  term  “chemical  preservative” 
means  any  chemical  that,  when  added  to 
food,  tends  to  prevent  or  retard  deterio¬ 
ration  thereof,  but  does  not  Include  cmn- 
mon  salt,  sugars,  vinegars,  spices,  or  oils 
extracted  from  spices,  sutetances  added 
to  food  by  direct  exposure  thereof  to  wood 
smoke,  or  chemicals  applied  for  their  in¬ 
secticidal  or  herbicidal  properties. 

(b)  A  food  which  is  subject  to  the  re¬ 
quirements  of  section  403(k)  of  the  act 
shall  bear  labeling,  even  though  such 
food  is  not  in  package  form. 

(c)  A  statement  of  artificial  flavoring, 
artificial  coloring,  or  chemical  preserva¬ 
tive  shall  be  placed  on  the  food,  or  on 
its  container  or  wrapper,  or  on  any  two 
or  all  of  these,  as  may  be  necessary  to 
render  such  statement  likely  to  be  read 
by  the  ordinary  individual  under  cus¬ 
tomary  conditions  of  purchase  and  use 
of  such  food. 

(d)  A  food  shall  be  exempt  frc«n  com¬ 
pliance  with  the  requirements  of  section- 
403  (k)  of  the  act  if  it  is  not  in  package 
form  and  the  units  thereof  are  so  small 
that  a  statement  of  artificial  flavoring, 
artificial  coloring,  or  chemical  preserva¬ 
tive,  as  the  case  may  be,  cannot  be  placed 
on  such  units  with  such  ccmspicuousness 
as  to  render  it  likely  to  be  read  by  the 
ordinary  individual  imder  customary 
conditions  of  piu’chase  and  use. 

(e)  A  food  shall  be  exempt  while  held 
for  sale  from  the  requirements  of  section 
403  (k)  of  the  act  (requiring  label  state¬ 
ment  of  any  artificial  flavoring,  artificial 
coloring,  or  chemical  preservatives)  if 
said  food,  having  been  received  in  bulk 
containers  at  a  retail  establishment,  is 
displayed  to  the  purchaser  with  either 

(1)  the  labeling  of  the  bulk  container 
plainly  in  view  or  (2)  a  counter  card, 
sign,  or  other  appropriate  device  bearing 
prominently  and  conspicuously  the  infor¬ 
mation  required  to  be  stated  on  the  label 
pursuant  to  section  403 (k). 

(f)  A  fruit  or  vegetable  shall  be 
exempt  from  ccmipliance  with  the  re¬ 
quirements  of  section  403  (k)  of  the  act 
with  respect  to  a  chemical  preservative 
applied  to  the  fruit  or  vegetable  as  a 
pesticide  chonical  prior  to  harvest. 


(£)  A  flavor  shall  be  labded  In  the 
following  way  when  shipped  to  a  food 
manufacturer  or  processor  (but  not  a 
consumer)  for  use  in  the  manufacture 
of  a  fabricated  food,  unless  it  is  a  flavm* 
for  which  a  standard  of  identity  has  been 
promulgated,  in  which  case  it  shall  be 
labeled  as  provided  in  the  standard : 

(1)  If  the  flavor  consists  of  one  in¬ 
gredient,  it  shall  be  declared  by  its  com¬ 
mon  or  usual  name. 

(2)  If  the  flavor  consists  of  two  or 
more  ingredients,  the  label  either  may 
declare  each  ingredient  by  its  common  or 
usual  name  or  may  state  “All  flavor  in¬ 
gredients  contained  in  this  product  are 
approved  for  use  in  a  regulaticm  of  the 
Pood  and  Drug  Adminlstraticm.”  Any 
flavor  ingredient  not  contained  in  one 
of  these  regulations,  and  any  nonflavor 
ingredient,  shall  be  separately  listed  on 
the  label. 

(3)  In  cases  where  the  flavor  ccmtains 
a  solely  natural  flavor(s) ,  the  flavor  shall 
be  so  labeled,  e.g.,  “strawberry  flavor”, 
“banana  flavor”,  or  “natural  strawberry 
flavor”.  In  cases  where  the  flavor  con¬ 
tains  both  a  natural  flavor  and  an  arti¬ 
ficial  flavor,  the  flavor  shall  be  so  labeled, 
e.g.,  “natiual  and  artificial  strawberry 
flavor”.  In  cases  where  the  flavor  wm- 
tains  a  solely  artificial  flavor(s),  the 
flavor  shall  be  so  labeled,  e.g.,  “art^clal 
strawberry  flavor”. 

(h)  The  label  of  a  food  to  which  flavor 
is  added  shall  declare  the  flavor  in  the 
statement  of  ingredients  in  the  following 
way: 

(1)  Spice,  natural  flavor,  and  artificial 
flavor  may  be  declared  as  “spice”,  “nat¬ 
ural  flavor”,  or  “artificial  flavor”,  or  any 
combination  thereof,  as  the  case  may  be. 

(2)  An  incidental  additive  in  a  food, 
originating  in  a  spice  or  flavor  used  in 
the  manufacture  of  the  food,  need  not 
be  declared  in  the  statement  of  ingredi¬ 
ents  if  it  meets  the  requirements  of 
§  101.100(a)  (3). 

(3)  Substances  obtained  by  cutting, 
grinding,  drying,  pulping,  or  similar 
processing  of  tissues  derived  from  fruit, 
vegetable,  meat,  fish,  or  poultry,  e.g„ 
powdered  or  granulated  onions,  garlic 
powder,  and  celery  powder,  are  com¬ 
monly  understood  by  consiuners  to  be 
food  rather  than  flavor  and  shall  be  de¬ 
clared  by  their  common  or  usual  name. 

(4)  Any  salt  (sodium  chloride)  used 
as  an  ingredient  in  food  shall  be  declared 
by  its  common  or  usual  name  “salt.” 

(5)  Any  monosodium  glutamate  used 
as  an  ingredient  in  food  shall  be  declared 
by  its  common  or  usual  name  “mono¬ 
sodium  glutamate.” 

(6)  Any  pyroligneous  acid  or  other  ar¬ 
tificial  sm(^e  flavors  used  as  an  ingredi¬ 
ent  in  a  food  may  be  declared  as  artificial 
flavor  or  artificial  smoke  flavor.  No  rep¬ 
resentation  may  be  made,  either  direct¬ 
ly  or  implied,  that  a  food  flavored  with 
pyroligneous  acid  or  other  artificial 
sm(^e  flavor  has  been  smoked  or  has  a 
true  smc^ed  flavor,  or  that  a  seascming 
sauce  or  similar  product  containing  py¬ 
roligneous  acid  or  other  artificial  smcAe 
flavor  and  used  to  season  or  flavor  other 
foods  will  result  in  a  sm(A:ed  product  or 
(me  having  a  true  smoked  flavcn*. 


(i)  n  the  label,  labeling,  or  advertising 
of  a  food  makes  any  direct  or  Indirect 
representations  with  respect  to  the  pri¬ 
mary  re(X)gnlzable  flavor(s),  by  word, 
vignette,  e.g.,  depiction  of  a  frmt,  or  other 
means,  or  if  for  any  other  reas(m  the 
manufacturer  or  distributor  of  a  fo<xi 
wishes  to  designate  the  type  of  flavor  in 
the  food  other  than  through  the  state¬ 
ment  of  ingredients,  such  flavor  shall  be 
considered  the  characterizing  flavor  and 
shall  be  declared  in  the  following  way: 

(1)  If  the  food  ccmtains  no  artificial 
flavor  which  sihiulates,  resembles  or  rein¬ 
forces  the  characterizing  flavor,  the 
name  of  the  food  on  the  principal  dis¬ 
play  panel  or  panels  of  the  label  shall 
be  a(>companied  by  the  commcm  or  usual 
name  of  the  characterizing  flavor,  e^;., 
“vanilla”,  in  letters  not  less  than  (me- 
half  the  height  of  the  letters  used  in  the 
name  of  the  food,  except  that: 

(1)  If  the  food  is  one  that  is  commonly 
expected  to  contain  a  characterizing 
food  ingredient,  e.g.,  strawberries  in 
“strawberry  shortcake”,  and  the  fo<M 
contains  natural  flavor  derived  from  such 
ingredient  and  an  amount  of  character¬ 
izing  ingredient  insufficient  to  independ¬ 
ently  characterize  the  food,  or  the  food 
contains  no  such  ingredient,  the  name  of 
the  characterizing  flavor  may  be  imme¬ 
diately  preceded  by  the  word  “natural” 
'and  shall  be  immediately  followed  by  the 
word  “flavored”  in  letters  not  less  than 
one-half  the  height  of  the  letters  in  the 
name  of  the  characterizing  flavor,  e.g., 
“natural  strawberry  flavored  shortcake,” 
or  “strawberry  flavored  shortcake”. 

(ii)  If  none  of  the  natural  flavor  used 
in  the  fo(xl  is  derived  from  the  product 
whose  flavor  is  simulated,  the  food  in 
which  the  flavor  is  used  shall  be  labeled 
either  with  the  flavor  of  the  product  from 
which  the  flavor  is  derived  or  as  “artifi¬ 
cially  flavored.” 

^iii)  If  the  food  contains  both  a  char¬ 
acterizing  flavor  from  the  prcxluct  whose 
flavor  is  simulated  and  other  natural 
flavor  which  simulates,  resembles  or 
reinforces  the  characterizing  flavor,  the 
food  shall  be  labeled  in  accordance  with 
the  introductory  text  and  paragraph  (i) 
(1)  (i)  of  this  secti(m  and  the  name  of 
the  f(X)d  shall  be  immediately  followed 
by  the  words  “with  other  natural  flavor” 
in  letters  not  less  than  one-half  the 
height  of  the  letters  used  in  the  name 
of  the  characterizing  flavor. 

(2)  If  the  fo(xi  contains  any  artificial 
flavor  which  simulates,  resembles  or  re¬ 
inforces  the  characterizing  flavor,  the 
name  of  the  f(x>d  on  the  principal  dis- 
.play  panel  or  panels  of  the  label  shall 
be  accompanied  by  the  common  or  usual 
name(s)  of  the  characterizing  flavor,  in 
letters  not  less  than  one-half  the  height 
of  the  letters  used  in  the  name  of  the 
f(x>d  and  the  name  of  the  characterizing 
flavor  shall  be  accompanied  by  the 
word(s)  “artificial”  or  “artificially 
^vored”,  in  letters  not  less  than  one- 
half  the  height  of  the  letters  in  the  name 
of  the  characterizing  flavor,  e.g.,  “artifi¬ 
cial  vanilla”,  “artificially  flavored  straw¬ 
berry”,  or  “grape  artificially  flavored”. 

(3)  Wherever  the  name  of  the  char¬ 
acterizing  flavor  appears  on  the  label 
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(other  than  in  the  statement  of  ingredi¬ 
ents)  so  conspicuously  as  to  be  easily 
sera  under  customary  conditions  of  pur¬ 
chase,  the  words  prescribed  by  this 
paragraph  shall  immediately  and  con- 
spicuotisly  precede  or  fcAlow  such  name, 
without  any  intervening  written,  printed, 
or  graphic  matter,  except: 

(i)  Where  the  characterizing  flavor 
and  a  trademark  or  brand  are  presented 
together,  other  written,  printed,  or 
graphic  matter  that  is  a  part  of  or  is 
associated  with  the  trademark  or  brand 
may  intervene  if  the  required  words  are 
in  such  relationship  with  the  trademark 
or  brand  as  to  be  clearly  related  to  the 
characterizing  flavor;  and 

(ii)  If  the  flnished  product  contains 
more  than  one  flavor  subject  to  the  re¬ 
quirements  of  this  paragraph,  the  state¬ 
ments  required  by  this  paragraph  need 
appear  only  once  in  each  statement  of 
characterizing  flavors  present  in  such 
food,  e.g.,  “artiflcially  flavored  vanilla 
and  strawberry". 

(iii)  If  the  flnished  product  contains 
three  or  more  distinguishable  character¬ 
izing  flavors,  or  a  blend  of  flavors  with  no 
primary  recognizable  flavor,  the  flavor 
may  be  declared  by  an  appr(H>riately 
descriptive  generic  term  in  lieu  of  nam¬ 
ing  each  flavor,  e.g.,  “artiflcially  flavored 
fruit  punch”. 

(4)  A  flavor  supplier  shall  certify,  in 
writing,  that  any  flavor  he  supplies  which 
is  designated  as  containing  no  artificial 
flavor  does  not,  to  the  best  of  his  knowl¬ 
edge  and  belief,  contain  any  artificial 
flavor,  and  that  he  has  added  no  artificial 
flavor  to  it.  The  requirement  for  such 
certification  may  be  satisfied  by  a  guar¬ 
antee  under  section  303(c)  (2)  of  the  act 
which  contains  such  a  speciflc  statement. 
A  flavor  used  shall  be  required  to  make 
such  a  wTitten  certification  only  where 
he  adds  to  or  combines  another  flavor 
with  a  flavor  which  has  been  certified  by 
a  flavor  supplier  as  containing  no  artifi¬ 
cial  flavor,  but  otherwise  such  user  may 
rely  upon  the  supplier’s  certiflcation  and 
need  make  no  separate  certiflcation. 
All  such  certifications  shall  be  retained 
by  the  certifying  party  throughout  the 
period  in  which  the  flavor  is  supplied  and 
for  a  minimiun  of  three  years  thereafter, 
and  shall  be  subject  to  the  following 
conditions: 

(i)  The  certifying  party  shall  make 
such  certifications  available  upon  request 
at  all  reasonable  hours  to  any  duly  au¬ 
thorized  office  or  employee  of  the  Pood 
and  Drug  Administration  or  any  other 
employee  acting  on  behalf  of  the  Secre¬ 
tary  of  Health,  Education,  and  Welfare. 
Such  certifications  are  regarded  by  the 
Food  and  Drug  Administration  as  re¬ 
ports  to  the  government  and  as  guar¬ 
antees  or  other  undertakings  within  the 
meaning  of  section  301(h)  of  the  act  and 
subject  the  certifying  party  to  the  penal¬ 
ties  for  making  any  false  report  to  the 
government  under  18  U.S.C.  1001  and 
any  false  guarantee  or  undertaking 
under  section  303(a)  of  the  act.  The 
defenses  provided  under  section  303(c) 
(2)  of  the  act  shall  be  applicable  to  the 
certifications  provided  for  in  this 
section. 


(ii)  Wherever  possible,  the  Pood  and 
Drug  Administration  shall  verify  the  ac¬ 
curacy  of  a  reasonable  niunber  of  cer¬ 
tifications  made  pursuant  to  this  section, 
crastltuting  a  representative  sample  of 
such  certifications,  and  shall  not  request 
all  such  certiflcatlons. 

(iii)  Where  no  person  authorized  to 
provide  such  information  is  reasonably 
available  at  the  time  of  inspecticm.  the 
certifying  party  shall  arrange  to  have 
such  person  and  the  relevant  materials 
and  records  ready  for  verification  as  soon 
as  practicable:  Provided.  That,  whenever 
the  Pood  and  Drug  Administration  has 
reason  to  believe  that  the  supplier  or  user 
may  utilize  this  period  to  alter  invento¬ 
ries  or  records,  such  additional  time  shall 
not  be  permitted,  i^ere  such  additional 
time  is  provided,  the  Pood  and  Drug  Ad¬ 
ministration  may  require  the  certifying 
party  to  certify  that  relevant  inventories 
have  not  been  materl.illy  disturbed  and 
relevant  records  have  not  been  altered  or 
concealed  during  such  period. 

'  (iv)  The  certifying  party  shall  pro¬ 
vide.  to  an  officer  or  representative  duly’ 
designated  by  the  Secretary,  such  quali¬ 
tative  statement  of  the  composition  of 
the  flavor  or  product  covered  by  the  cer¬ 
tiflcation  as  may  be  re.asonably  expected 
to  enable  «he  Secretary’s  representatives 
to  determine  which  relevant  raw  and 
flnished  materials  and  flavor  ingredient 
records  are  reascmably  necessary  to 
verify  the  certifications.  The  examination 
conducted  by  the  Secretary’s  represent¬ 
ative  shall  be  limited  to  inspection  and 
review  of  inventories  and  ingredient  rec¬ 
ords  for  those  certifications  which  are  to 
be  verifled. 

(V)  Review  of  flavor  ingredient  records 
shall  be  limited  to  the  qualitative  formula 
and  shall  not  include  the  quantitative 
formula.  The  person  verifying  the  cer¬ 
tifications  may  make  only  such  notes  as 
are  necessary  to  enable  him  to  verify 
such  certiflcation.  Only  such  notes  or 
such  flavor  ingredient  records  as  are  nec¬ 
essary  to  verify  such  certiflcation  or  to 
show  a  potenti^  or  actual  violation  may 
be  removed  or  transmitted  from  the  cer¬ 
tifying  party’s  place  of  business:  Pro¬ 
vided,  That,  where  such  removal  or 
transmittal  is  necessary  for  such  pur¬ 
poses  the  relevant  records  and  notes 
shall  be  retained  as  separate  documents 
in  Food  and  Dr\ig  Administration  flies, 
shall  not  be  copied  in  other  reports,  and 
shall  not  be  disclosed  publicly  other  than 
in  a  judicial  proceeding  brought  pursu¬ 
ant  to  the  act  or  18  UH.C.  1001. 

(j)  A  food  to  which  a  chemical  pre- 
servative(s)  is  added  shall,  except  when 
exempt  pursuant  to  §  101.100  bear  a  label 
declaration  stating  both  the*  common 
or  usual  name  of  the  ingredient(s)  and 
a  separate  description  of  its  function, 
e.g.,  “preservative”,  “to  retard  spoilage”, 
"a  mold  inhibitor”,  “to  help  protect  fla¬ 
vor”  or  “to  promote  color  retentira". 

(Secs.  403.  408.  400.  701(a).  703,  70S,  704.  63 
Stat.  1040,  1047,  1048-1049  as  amended.  1056, 
1068-1057  as  amended;  31  U.S.C.  343,  343,  348, 
371(a).  373.  378,  374.) 


§  101.25  Labeling  of  foods  in  relation 
to  fat  and  fatty  acid  and  chfdesterol 
content. 

(a>  Implicit  or  explicit  claims  for  the 
value  of  food  in  preventing  or  treating 
heart  or  artery  disease  can  be  mislead¬ 
ing  to  consumers.  However,  a  significant 
segment  of  the  medical  community  is 
recommending  that  individuals  modify 
their  total  diet  by  eliminating  certain 
foods  or  by  replacing  certain  foods  with 
others  in  order  to  effect  changes  in  the 
levels  of  blood  components.  Although 
there  have  been  no  definitive  studies 
which  have  demonstrated  beyond  doubt 
that  extensive  changes  in  the  consump¬ 
tion  of  fat  and  cholesterol  by  the  general 
public  are  desirable,  it  is  nevertheless 
appropriate  to  provide  for  informative 
labeling  which  will  help  individuals  to 
identify  foods  for  Inclusion  in  fat- 
modifled  diets  recommended  by  phsrsi- 
cians.  It  is  also  appropriate  to  prohibit 
label  statements  which  misrepresent 
specific  foods  eis  being,  of  themselves,  of 
value  in  the  control  of  the  levels  of  these 
blood  components  or  in  the  control  of 
heart  or  artery  disease. 

(b>  A  food  label  or  labeling  may  in¬ 
clude  a  statement  of  the  cholesterol  con¬ 
tent  of  the  food:  Provided,  That  it  meets 
the  following  conditions: 

(1)  The  food  is  labeled  in  compliance 
with  the  provisions  of  5  101.9. 

(2)  The  following  information  is  in¬ 
cluded  in  the  following  order,  in  ac¬ 
cordance  with  the  provisions  of  S  101.9 
(c)(6)(ii): 

(i)  The  cholesterol  content,  stated  to 
the  nearest  5-milllgram  increment  per 
serving. 

(ii)  ’The  cholesterol  content,  stated  to 
the  nearest  5-milllgram  increment  per 
100  grams  of  the  food. 

(iii)  'The  statement  required  by  para¬ 
graph  (d)  of  this  section. 

(c)  A  f(X)d  label  or  labeling  may  in¬ 
clude  information  on  the  fatty  acid  con¬ 
tent  of  the  food:  Provided,  That  it  meets 
the  following  conditions: 

(1)  ’The  food  contains  10  percent  or 
more  fat  on  a  dry  weight  basis  and  not 
less  than  2  grams  of  fat  in  an  average 
serving.  Any  fcxxl  containing  less  than 
10  percent  total  fat  tm  a  dry  weight 
basis  and/or  containing  less  than  2 
grams  of  fat  in  a  serving  is  not  suitable 
for  use  by  man  as  a  means  of  regulating 
the  intake  of  fatty  acids. 

(2)  'The  food  is  labeled  in  compliance 
with  §  101.9  and  the  following  informa¬ 
tion  is  included  in  the  following  order 
in  accordance  with  f  101.9(c)  (6)  (ii) : 

<i)  'The  total  fat  content  in  terms  of 
the  percentage  of  the  total  calories  in 
the  food  provided  by  fat  with  the  head¬ 
ing  “Percent  of  calories  from  fat”. 

(ii)  The  amount  of  fatty  acids,  calcu¬ 
lated  as  the  triglycerides,  shall  be 
stated  in  grams  per  serving  to  the  near¬ 
est  gran^  in  the  following  two  categories, 
stated  with  the  following  headings,  in 
the  following  order,  and  displayed  in 
equal  prominence: 

(a)  Ct5,cis-methylene-interrupted  poly- 
unsatinated  fatty  acids,  stated  as  “Poly¬ 
unsaturated”; 
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(b)  The  sum  of  lauric,  myristic,  pal¬ 
mitic,  and  stearic  acids,  stated  as  “Satu¬ 
rated”;  and 

(iii)  The  statemoit  required  by  para¬ 
graph  (d)  of  this  section. 

(d)  A  food  labeled  in  accordance  with 
paragraph  (b)  or  (c)  of  this  section  shall 
display  the  following  statement  on  the 
lab^:  “Information  (or  “this  informa¬ 
tion”)  on  fat  (and/or  cholesterol,  where 
appropriate)  ccmtent  is  provided  for  in¬ 
dividuals  who,  on  the  advice  of  a  physi¬ 
cian,  are  modifying  their  dietary  intake 
of  fat  (and/or  cholesterol,  where 
appropriate) .” 

(e)  Oompliance  with  this  section  shall 
be  determined  as  follows: 

(1)  A  collection  of  primary  contain¬ 
ers  or  units  of  the  same  size,  type,  and 
style  produced  under  conditions  as  nearly 
uniform  as  CMsssible,  designated  by  a 
common  container  code  or  marking  or, 
in  the  absence  of  any  c(munon  container 
code  or  maiicing,  a  day’s  producUcm, 
constitutes  a  “lot.” 

(2)  The  sample  for  analysis  shall  con¬ 
sist  of  a  ccunposite  of  12  subsamples 
(consiuner  units),  taken  cme  from  each 
of  12  different  randomly  chosen  shipping 
cases,  to  be  representative  of  a  lot. 

(3)  Composites  shall  be  analyzed  for 
fat  and  saturated  fatty  acids  by  the 
methods  of  the  Ass(x:iation  of  OflScial 
Analytical  Chemists  (AOAC) .  The  meth¬ 
ods  for  fat,  fatty  acids,  and  cholesterol 
will  be  those  of  the  Ass(x:iation  of  Official 
Analytical  Chemists  (AOAC),  or  other 
reliable  and  appropriate  methods.  Alter¬ 
native  methods  of  analysis  may  be  sub¬ 
mitted  to  the  Food  and  Drug  Adminis¬ 
tration  to  determine  their  acceptability. 
The  determination  of  cis,cis-methylene- 
interrupted  pols^msaturated  fatty  acids 
will  be  the  Canadian  Food  and  Drug  Di¬ 
rectorate  Meth(xl  FA-59  *  for  cis,ci«- 
methylene-interrupted  fatty  acid. 

(4)  A  food  with  a  label  declaration  of 
cholesterol  content  shall  be  deemed  to 
be  misbranded  under  section  403(a)  of 
the  act  if  the  content  of  the  composite 
is  greater  than  20  percent  in  excess  of 
the  value  for  the  cholesterol  content  de¬ 
clared  on  the  label. 

(5)  A  food  with  a  label  declaration  of 
fat  content  shall  be  deemed  to  be  mis¬ 
branded  under  section  403(a)  of  the  act 
if  the  content  of  the  composite  is  greater 
than  20  percent  in  excess  of  the  value  for 
the  fat  content  declared  on  the  label  or 
less  than  required  by  good  manufactur¬ 
ing  practices. 

(6)  A  food  with  a  label  declaration  of 
fatt^  acid  content  shall  be  deemed  to  be 
misbranded  imder  section  403(a)  of  the 
act  if  the  content  of  the  composite  is 
greater  than  20  percent  in  excess  of  the 
value,  or  less  than  80  percent  of  the 
value,  for  the  fatty  acid  content  declared 
on  the  label. 

(f )  Label  statements  made  in  accord¬ 
ance  with  paragraphs  (b),  (c),  or  (d)  of 
this  section  shall  ccnnply  with  the  re- 
quirem«its  of  §  101.2,  but  in  no  case  may 


1  (Copies  may  be  obtained  from:  Division  of 
Nutrition  (HFF-260),  Bureau  of  Foods,  Food 
and  Drug  Administration,  200  C  Street  8W., 
Washington,  D.O.  20204. 


they  be  printed  in  larger  than  the  mini¬ 
mum  size  type  required  by  the  provisions 
of  §  101.105  for  the  declaration  of  net 
quantity  of  contents. 

(g)  No  label  or  labeling  may  contain 
a  claim  indicating,  suggesting,  or  imply¬ 
ing  that  the  product  will  prevent,  miti¬ 
gate,  or  cure  heart  or  artery  disease  or 
any  attendant  condition.  The  principal 
display  panel  of  the  label  may  state 
“cholesterol  (fat)  information  appears 

_ ,”  the  blank  to  be  filled  in  with 

a  phrase  stating  where  the  information 
is  contained.  The  statement  shall  ap¬ 
pear  in  one-sixteenth-inch  type  size  or 
in  the  alternative  in  a  type  size  no  larger 
than  one-half  the  minimum  type  size  re¬ 
quired  for  the  declaration  of  net  quan¬ 
tity  of  contents  by  the  provisions  of 
§  101.105  of  this  chapter. 

(h)  No  statements  relating  to  cho¬ 
lesterol,  fat  or  fatty  acids,  other  than 
those  exiHessly  permitted  by  this  section 
may  be  made.  Any  label  or  labeling  con¬ 
taining  any  statement  concerning  cho¬ 
lesterol,  fat  or  fatty  acids  which  is  not  in 
conformity  with  this  section  shall  be 
deemed  to  be  misbranded  imder  sections 
201(n)  and  403(a)  of  the  act. 

§  101.29  Labeling  of  kosher  and  ko««hrr> 
style  foods. 

The  term  “kosher”  should  be  used 
only  on  food  products  that  meet  certain 
religious  dietary  requirements.  The 
precise  significance  of  the  phrase 
“kosher  style”  as  applied  to  any  par¬ 
ticular  product  by  the  public  has  not 
been  determined.  There  is  a  likelihotxi 
that  the  use  of  the  term  may  cause 
the  prospective  purchaser  to  think  that 
the  product  is  “kosher.”  Accordingly, 
the  Food  and  Drug  Administration  be¬ 
lieves  that  use  of  the  phrase  should  be 
discouraged  on  products  that  do  not  meet 
the  religious  dietary  requirements.' 

(Sec.  402,  62  Stat.  1046;  21  UB.C.  342) 

§  101.33  Label  declaration  of  l)-erylhro- 
aseorbic  acid  when  it  Ik  an  ingre¬ 
dient  of  a  fabricated  food. 

(a)  The  article  o-erythroascorbic  acid 
(D-araboascorbic  acid,  D-er3rthro-3-keto- 
hexonic  acid  lactone)  has  sometimes 
been  designated  as  o-lsoascorblc  acid. 
However,  this  designation  is  capable  of 
misleading  purchasers  of  food  in  which 
it  is  used  as  an  Ingredient  because  of  the 
similarity  of  such  designation  to  the 
chemical  name  and  the  commcm  name  of 
vitamin  C,  which  is  ascorbic  acid.  As¬ 
corbic  acid  (vitamin  C)  is  capable  of  pre¬ 
venting  the  deficiency  disease  scurvy,  but 
D-isocuscorbc  acid  is  ineffective  for  this 
purpose. 

(b)  The  Joint  Committee  on  Nomen¬ 
clature  of  the  American  Institute  of 
Nutrition  and  the  Society  of  Biological 
Chemists  has  considered  this  matter, 
and  pursuant  to  the  Committee’s  rec¬ 
ommendation  the  respective  scientific 
organizations  approved  a  resolution  to 
drop  the  use  of  the  designation  d-Iso- 
ascorbic  acid  and  to  adopt  as  a  commcm 
name  the  nsune  er3dhorblc  acid  for  s- 
erythroascorbic  acid. 

(c)  The  compound  D-erythroascorblc 
acid  is  not  specified  as  an  Ingredient  of 


any  food  for  which  a  standard  has  been 
established.  For  foods  other  than  those 
for  which  standards  have  been  estab¬ 
lished,  section  403 (i)  (2)  of  the  Federal 
Food,  Drug,  and  Cosmetic  Act  requires 
that  ingredients  be  listed  .on  labels  by 
their  common  or  usual  names.  If  the 
label  on  a  food  that  contains  D-erythro- 
ascorbic  acid  designates  that  ingredient 
by  the  name  erythorbic  acid,  the  re¬ 
quirement  that  the  label  bear  the  com¬ 
mon  or  usual  name  of  the  ingredient 
will  be  regarded  as  having  been  met. 

(Sec.  403,  62  stat.  1047,  as  amended  (21  17  6.C. 
343).) 

§  101.35  Notice  to  manufacturers  and 
users  of  mononodium  glutamate  and 
other  hydrolysed  vegetable  protein 
products. 

Following  a  review  of  various  state¬ 
ments  submitted  by  manufacturers  and 
distributors  of  monostxUum  glutamate 
and  various  hydrolyzed  plant  protein 
products,  the  following  conclusions  have 
been  reached: 

(a)  The  facts  submitted  established 
that  there  are  three  classes  of  products 
to  be  considered : 

(1)  Purified  monosodium  glutamate. 

(2)  Hydrol3rzed  proteins  (amino  acid 
salts)  from  which  none  of  the  mono¬ 
sodium  glutamate  has  been  removed. 

(3)  Hydrol3rzed  proteins  (amino  acid 
salts),  a  byproduct  in  the  manufacture 
of  purified  monosodium  glutamate  but 
from  which  a  substantial  proportion  of 
the  monosodium  glutamate  has  -been 
removed. 

(b)  [Reserved! 

(c) (1)  The  substance  described  in 
paragraph  (a)  (2)  of  this  section  has  long 
been  designated  as  “hydrolyzed  veg¬ 
etable  protein.” 

(2)  ’The  substance  covered  by  para¬ 
graph  (a)  (3)  of  this  section  should  have 
a  distinctive  name,  since  one  of  its  orig¬ 
inal  constituents  has  been  partially  re¬ 
moved.  Manufacturers  have  suggested 
that  this  substance  be  described  as  “hy¬ 
drolyzed  vegetable  protein  with  reduced 
monosodium  glutamate  content.”  Thi.s 
designation  appears  acceptable. 

(d)  While  the  substances  referred  to 
in  paragraph  (a)  (2)  and  (3)  of  this  sec¬ 
tion  contain  a  number  of  amino  acid  salts 
as  well  as  sodium  chloride,  monosodium 
glutamate  is  the  ingredient  which  has 
been  quite  generally  emphasized,  and  is 
best  known  to  consumers  under  that 
name.  No  objection  is  offered  under  the 
Federal  Food,  Drug,  and  Cosmetic  Act  to 
the  addition  of  a  quantitative  declaration 
on  the  labels  of  containers  of  such  hy- 
dridyzed  vegetable  protein  or  hydrolyzed 
vegetable  protein  with  reduced  mono¬ 
sodium  glutamate  content  showing  the 
percentage  amounts  of  monosodium 
glutamate,  the  total  of  other  amino  acid 
salts,  salt,  and  water,  if  in  liquid  form, 
all  to  be  declared  in  the  order  of  theii 
decreasing  percentages.  If  monosixlluni 
glutamate  represents  a  smaller  propor¬ 
tion  of  the  substance  than  the  other 
amino  acid  salts  and  ssdt  (sodium  chlo¬ 
ride),  it  should  be  declared  last  in  the 
list  of  ingredients. 
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(e)  When  the  substances  described  in 
paragraph,  (a)  (2)  and  (3)  of  this  sec¬ 
tion  are  used  as  ingredients  in  a  fabri¬ 
cated  food,  either  may  be  declared  as 
“salt  and  hydrolyzed  vegetable  protein” 
(or  “salt  and  hydrolyzed  plant  protein”) 
on  the  label  of  the  fabricated  food  prod¬ 
uct:  Provided.  That  where  salt  is  de¬ 
clared  as  a  separate  ingredient  of  the 
fabricated  food,  in  compliance  with  sec¬ 
tion  403(i)  (2)  of  the  act.  the  word 
“salt”  need  not  be  repeated  in  connection 
with  the  “hydrolyzed  vegetable  protein” 
(or  “hydrolyzed  plant  protein”)  dec¬ 
laration. 

Subparts  C  through  E — [Reserved] 

Subpart  F — Exemptions  From  Food 
Labeling  Requirements 

§  101.100  Food;  »emplion$i  from  label* 

iiig. 

(a)  The  following  foods  are  exempt 
fnnn  compliance  with  the  requirements 
of  section  403(1)  (2)  of  the  act  (requiring 
a  declaration  on  the  label  of  the  com¬ 
mon  or  usual  name  of  each  ingredient 
when  the  food  is  fabricated  from  two  or 
more  ingredients). 

(1)  An  assortment  of  different  items 
of  food,  when  variations  in  the  items  that 
make  up  different  packages  packed  from 
such  assortment  normally  occur  in  good 
packing  practice  and  when  such  vari¬ 
ations  result  in  variations  in  the  ingredi¬ 
ents  in  different  padrages.  with  respect 
to  any  ingredient  that  is  not  common  to 
all  packages.  Such  exemption,  however, 
shall  be  on  the  condition  that  the  label 
shall  bear,  in  conjunction  with  the  names 
of  such  ingredients  as  are  common  to 
all  packages,  a  statement  (in  terms  that 
are  as  informative  as  practicable  and 
that  are  not  misleading)  indicating  by 
name  other  ingredients  which  may  be 
present. 

(2)  A  food  having  been  received  in 
bulk  containers  at  a  retail  establish¬ 
ment.  if  displayed  to  the  purchaser  with 
either  (i)  the  labeling  of  the  bulk  con¬ 
tainer  plainly  in  view  or  (ii)  a  counter 
card,  sign,  or  other  appropriate  device 
bearing  prominently  and  ccxispicuously 
the  information  required  to  be  stated  on 
the  label  pursuant  to  section  403 (i)  (2) 
of  the  act. 

(3)  Incidental  additives  that  are  pres¬ 
ent  in  a  food  at  insignificant  levels  and 
do  not  have  any  technical  or  functional 
effect  in  that  food.  For  the  purposes  of 
this  paragraph  (a)(3),  incidental  addi¬ 
tives  are: 

(i)  Substances  that  have  no  technical 
or  functional  effect  but  are  present  in  a 
food  by  reason  of  having  been  incorpo¬ 
rated  into  the  food  as  an  ingredient  of 
another  food,  in  which  the  substance  did 
have  a  functional  or  technical  effect. 

(ii)  Processing  aids,  which  are  as 
follows; 

(a)  Substances  that  are  added  to  a 
food  during  the  processing  of  such  food 
but  are  removed  in  some  manner  from 
tlie  food  before  it  is  packaged  in  its 
finished  form. 

(b)  Substances  that  are  added  to  a 
food  during  processing,  are  ccmverted 
into  constituents  normally  present  in  the 


food,  and  do  not  significantly  increase 
the  amount  of  the  constituents  naturally 
found  in  the  food. 

(c)  Substances  that  are  added  to  a 
food  for  their  technical  or  functional  ef¬ 
fect  in  the  processing  but  are  present 
in  the  finished  food  at  insignificant  levels 
and  do  not  have  any  technical  or  func¬ 
tional  effect  in  that  food. 

(iii)  Substances  migrating  to  food 
from  equipment  9r  packaging  or  other¬ 
wise  affecting  food  that  are  not  food  ad¬ 
ditives  as  defined  in  section  201  (s)  of 
the  act;  or  if  they  are  food  additives  as 
so  defined,  they  are  used  in  conformity 
with  regulations  established  pursuant  to 
section  409  of  the  act. 

(b)  A  food  repackaged  in  a  retail  es¬ 
tablishment  is  exempt  from  the  following 
provisions  of  the  act  if  the  c(mditions 
specified  are  met. 

(1)  Section  403(e)(1)  of  the  act  (re¬ 
quiring  a  statement  on  the  label  of  the 
name  and  place  of  business  of  the  manu¬ 
facturer,  packer,  or  distributor) . 

(2)  Section  403(g)(2)  of  the  act  (re¬ 
quiring  the  label  of  a  food  which  pur¬ 
ports  to  be  or  is  repres^ted  as  one  for 
which  a  definition  and  standard  of  iden¬ 
tity  has  been  p>re6cribed  to  bear  the  name 
of  the  food  specified  in  the  definition  and 
standard  and.  insofar  as  may  be  required 
by  the  reg\ilation  establishing  the  stand¬ 
ard  the  common  names  of  the  optional 
ingredients  present  in  the  food),  if  the 
food  is  displayed  to  the  purchaser  with 
its  interstate  labeling  clearly  in  view,  or 
with  a  counter  card,  sign,  or  other  apfu-o- 
priate  device  bearing  prcuninently  and 
conspicuously  the  information  required 
by  these  provisions. 

(3)  Section  403(1)  (1)  of  the  act  (re¬ 
quiring  the  label  to  bear  the  common  or 
usual  name  of  the  food) ,  if  the  food  is 
displayed  to  the  purchaser  with  its  inter¬ 
state  labeling  clearly  in  view,  or  with  a 
counter  card,  sign,  or  other  appropriate 
device  bearing  prominently  and  con¬ 
spicuously  the  common  or  usual  name  of 
the  food,  or  if  the  common  or  usual  name 
of  the  food  is  clearly  revealed  by  its 
aiH>earance. 

(c)  An  (H)en  container  (a  container  of 
rigid  or  semirigid  construction,  which  is 
not  closed  by  lid,  wrapper,  or  otherwise 
other  than  by  an  imcol(M*ed  transparent 
wrapper  which  does  not  obscure  the  con¬ 
tents)  of  a  fresh  fruit  or  fresh  vegetable, 
the  quantity  of  contents  of  which  is  not 
m(M‘e  than  1  dry  quart,  shall  be  exempt 
from  the  labeling  requirements  of  sec¬ 
tions  403(e) ,  (g)  (2)  (with  respect  to  the 
name  of  the  food  specified  in  the  defini¬ 
tion  and  standard) ,  and  (i)  (1)  of  the  act; 
but  such  exemption  shall  be  on  the  ccmdi- 
tion  that  if  two  or  more  such  containers 
are  enclosed  in  a  crate  or  other  shipping 
package,  such  crate  or  package  shall  bear 
labeling  showing  the  number  of  such  con¬ 
tainers  enclosed  therein  and  the  quan¬ 
tity  of  the  contents  of  each. 

(d)  Except  as  provided  by  paragraphs 

(e)  and  (f)  of  this  section,  a  shipment 
or  other  delivery  of  a  food  which  is,  in 
accordance  with  the  practice  of  the  trade, 
to  be  processed,  labeled,  or  repacked  in 
substantial  quantity  at  an  establidunent 
other  than  that  where  originally,  proc¬ 


essed  or  piu:ked.  shall  be  exempt,  during 
the  time  of  introducti<m  into  and  move¬ 
ment  in  interstate  commerce  and  the 
time  of  holding  in  such  establishment, 
from  compliance  with  the  labeling  re¬ 
quirements  of  section  403  (c),  (e),  (g), 
(h).  (i),  (J),  and  (k)  of  the  act  if: 

(1)  The  person  who  introduced  such 
shipment  or  delivery  into  interstate  com¬ 
merce  is  the  operator  of  the  establish¬ 
ment  where  such  food  is  to  be  processed, 
labeled,  or  repacked;  or 

(2)  In  case  such  person  is  not  such 
operator,  such  shipment  or  delivery  is 
made  to  such  establishment  under  a 
written  agreement,  signed  by  and  con¬ 
taining  the  post  office  addresses  of  .such 
person  and  such  operator,  and  contain¬ 
ing  such  specifications  for  the  process¬ 
ing.  labeling,  or  repacking,  as  the  case 
may  be.  of  such  food  in  such  establish¬ 
ment  as  will  ensure,  if  such  specifications 
are  followed,  that  such  food  will  not  be 
adulterated  or  misbranded  within  Uie 
meaning  of  the  act  upon  completion  of 
such  processing,  labeling,  or  repacking. 
Such  person  and  such  operator  shall  each 
keep  a  copy  of  such  agreement  until  2 
3rears  after  the  final  shipment  or  delivery 
of  such  food  from  such  establishment, 
and  shall  make  such  copies  available 
for  inspection  at  any  reasonable  hour  to 
any  officer  or  employee  of  the  Depart¬ 
ment  who  requests  them. 

(3)  The  article  is  an  egg  product  sub¬ 
ject  to  a  standard  of  identity  promul¬ 
gated  in  Part  160  of  this  chapter,  is  to  be 
shipped  under  the  conditions  specified  in 
paragraph  (d)(1)  or  (2)  of  this  section 
and  for  the  purpose  of  pasteurization 
or  other  treatment  as  required  in  such 
standard,  and  each  container  of  such  egg 
product  bears  a  conspicuous  tag  or  label 
reading  “Caution — This  egg  product  has 
not  been  pasteurized  or  otherwise  treated 
to  destroy  viable  Salmonella  micro¬ 
organisms”.  In  addition  to  safe  and  suit¬ 
able  bactericidal  processes  designed  spe¬ 
cifically  for  Salmonella  destruction  in  egg 
products,  the  term  "other  treatment”  in 
the  first  sentence  of  this  paragraph  shall 
include  use  in  acidic  dressings  in  the 
processing  of  which  the  pH  is  not  above 
4.1  and  the  acidity  of  the  aqueous  phase, 
expressed  as  acetic  acid,  is  not  less  ihan 
1.4  percent,  subject  also  to  the  conditions 
that: 

(i)  The  agreement  required  in  para¬ 
graph  (d)  (2)  of  this  section  shall  also 
state  that  the  operator  agrees  to  utilize 
such  impasteurized  egg  products  in  the 
processing  of  acidic  dressings  according 
to  the  specifications  for  pH  and  acidity 
set  forth  in  this  paragraph,  agrees  not  to 
deliver  the  acidic  dressiiig  to  a  user  until 
at  least  72  hours  after  such  egg  product 
is  incorporated  in  such  acidic  dressing, 
and  agrees  to  maintain  for  inspection 
adequate  records  covering  such  processs¬ 
ing  for  2  years  after  such  processing. 

(ii)  In  addition  to  the  caution  state¬ 
ment  referred  to  above,  the  container 
of  such  egg  product  shall  also  bear  the 

statement  “Unpasteurized - for  use 

in  acidic  dressings  only”,  the  blank  being 
filled  in  with  the  applicable  name  of  the 
eggs  or  egg  product. 
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(e)  Conditicms  affecting  expiration  of 
exemptions:  (1)  An  exemption  of  a  ship¬ 
ment  or  other  delivery  of  a  food  imder 
paragraph  (d)  (1)  or  (3)  of  this  section 
shall,  at  the  beginning  of  the  act  of 
removing  such  shipment  or  delivery,  or 
any  part  thereof,  from  such  establish¬ 
ment  become  void  ab  initio  if  the  food 
comprising  such  shipment,  delivery,  or 
part  is  adulterated  or  misbranded  within 
the  meaning  of  the  act  when  so  removed. 

(2)  An  exemption  of  a  shipment  or 
other  deUvery  of  a  food  under  paragraph 
<d)  (2)  or  (3)  of  this  section  shall  be¬ 
come  void  ab  initio  with  respect  to  the 
person  who  introduced  such  shipment  or 
delivery  into  interstate  commerce  upon 
refusal  by  such  person  to  make  available 
for  inspection  a  copy  of  the  agreement, 
as  required  by  paragraph  (d)  (2)  or  (3) 
of  this  section.  ^ 

(3)  An  exemption  of  a  shipment  or 
other  deUvery  of  a  food  under  paragraph 

(d)  (2)  or  (3)  of  this  section  shall  expire: 

(i)  At  the  beginning  of  the  act  of  re¬ 
moving  such  shipment  or  delivery,  or  any 
part  thereof,  from  such  establishment  if 
the  food  c(Histituting  such  shipment,  de¬ 
livery,  or  part  is  adulterated  or  mis¬ 
branded  within  the  meaning  of  the  act 
when  so  removed;  or 

(ii)  Upon  refusal  by  the  operator  of 
the  establishment  where  such  food  is  to ' 
be  processed,  labeled,  or  repacked,  to 
make  available  for  inspection  a  copy  of 
the  agreement,  as  required  by  such 
paragraph. 

(f)  The  word  “processed”  as  used  in 
this  paragraph  shaU  include  the  holding 
of  cheese  in  a  suitable  warehouse  at  a 
temperature  of  not  less  than  35°  F  for 
the  purpose  of  aging  or  curing  to  bring 
the  cheese  into  compliance  with  require¬ 
ments  of  an  applicable  definition  and 
standard  of  identity.  The  exemptions 
provided  for  in  paragraph  (d)  of  this 
section  shall  apply  to  cheese  which  is,  in 
accordance  with  the  practice  of  the  trade, 
shipped  to  a  warehouse  for  aging  or  cur¬ 
ing,  on  condition  tjiat  the  cheese  is  iden¬ 
tified  in  the  manner  set  forth  in  one  of 
the  applicable  following  paragraphs,  and 
in  such  case  the  provisions  of  paragraph 

(e)  of  this  section  shall  also  apply: 

(1)  In  the  case  of  varieties  of  cheese 
for  which  definitions  and  standards  of 
identity  require  a  period  of  aging  whether 
or  not  they  are  made  from  pasteurized 
milk,  each  such  cheese  shall  bear  on  the 
cheese  a  legible  mai^  showing  the  date 
at  which  the  preliminary  manufacturing 
process  has  b^n  completed  and  at  which 
date  Cluing  commences,  and  to  each 
cheese,  on  its  wrapper  or  immediate  con¬ 
tainer,  shall  be  aflBxed  a  removable  tag 

bearing  the  statement  “Uncured - 

cheese  for  completion  of  curing  and 
proper  labeling”,  the  blank  being  filled 
in  with  the  applicable  name  of  the  vari¬ 
ety  of  cheese.  In  the  case  of  swiss  cheese, 
the  date  at  which  the  preliminary  manu¬ 
facturing  process  had  been  completed 
and  at  which  date  curing  commences  is 
the  date  (m  which  the  shaped  curd  is 
removed  from  immersion  in  saturated 
salt  solution  as  provided  in  the  definition 
and  standard  of  identity  for  swiss  cheese, 
and  such  cheese  shall  bear  a  removable 
tag  reading,  "To  be  cored  and  labeled  as 


‘swiss  cheese,’  but  if  eyes  do  not  form,  to 
be  labeled  as  ‘swiss  cheese  for  manufac¬ 
turing’  ”. 

(2)  In  the  case  of  varieties  of  cheeses 
which  when  made  from  unpasteurized 
milk  are  required  to  be  aged  for  not  less 
than  60  days,  each  such  cheese  shall  bear 
a  legible  mark  on  the  cheese  showing  the 
date  at  which  the  preliminary  manu¬ 
facturing  process  has  been  ccanpleted 
and  at  which  date  curing  commences, 
and  to  each  such  cheese  or  its  wrapper  or 
immediate  container  shall  be  affixed  a 

removable  tag  reading,  “ -  cheese 

made  from  unpasteurized  milk.  For  com¬ 
pletion  of  curing  and  proper  labeling”, 
the  blank  being  filled  in  with  the  ap¬ 
plicable  name  of  the  variety  of  cheese. 

(3)  In  the  case  of  Cheddar  cheese, 
washed  curd  cheese,  colby  cheese,  granu¬ 
lar  cheese,  and  brick  cheese  made  frwn 
unpsisteurized  milk,  each  such  cheese 
sh^l  bear  a  legible  mark  on  the  cheese 
showing  the  date  at  which  the  prelimi¬ 
nary  manufacturing  process  has  been 
completed  and  at  which  date  curing  com¬ 
mences,  and  to  each  such  cheese  or  its 
wrapper  or  immediate  container  shall  be 

afiixed  a  removable  tag  reading  “ - 

cheese  made  from  impasteurized  milk. 
For  completion  of  curing  and  proper  la¬ 
beling,  or  for  labeling  as  - cheese 

for  manufacturing”,  the  blank  being 
filled  in  with  the  applicable  name  of  the 
variety  of  cheese. 

(g)  The  label  declaration  of  a  harm¬ 
less  marker  used  to  Identify  a  particular 
manufacturer’s  product  may  result  in 
unfair  competition  through  revealing  a 
trade  secret.  Exemption  frc»n  the  label 
declaration  of  such  a  marker  is  granted, 
therefore,  provided  that  the  following 
conditions  are  met: 

(1)  The  person  desiring  to  use  the 
marker  without  label  declaration  of  its 
presence  has  submitted  to  the  Commis¬ 
sioner  of  Food  and  Drugs  full  informa¬ 
tion  concerning  the  proposed  usage  and 
the  reasons  why  he  ^lieves  label  decla¬ 
ration  of  the  marker  should  be  subject  to 
this  exemption;  and 

(2)  The  person  requesting  the  exemp¬ 
tion  has  received  from  the  Commissioner 
of  Food  and  Drugs  a  finding  that  the 
marker  is  harmless  and  that  the  exemp¬ 
tion  has  been  granted. 

(h)  Wrapped  fish  fillets  of  nonuniform 
weight  intended  to  be  unpacked  and 
marked  with  the  correct  weight  at  or 
before  the  point  of  retail  sale  in  an 
establishment  other  than  that  where 
originally  packed  shall  be  exempt  from 
the  requirement  of  section  403(e)(2)  of 
the  act  during  Introduction  and  move¬ 
ment  in  Interstate  conunerce  and  while 
held  for  sale  prior  to  weighing  and 
marking: 

(1)  Provided.  That  (i)  The  outside 
container  bears  a  label  declaration  of  the 
total  net  weight;  and 

(ii)  The  individual  packages  bear  a 
conspicuous  statement  “To  be  weighed  at 
or  before  time  of  sale”  and  a  correct 
statement  setting  forth  the  weight  of  the 
wrapper; 

(2)  Provided  fvxther.  That  it  Is  the 
practice  of  the  retail  establishment  to 
wei^  and  mark  the  individual  packages 
with  a  correct  net-weight  statement  prior 


to  or  at  the  point  of  retail  sale.  A  state¬ 
ment  of  the  weight  of  the  wrapper  shall 
be  set  forth  so  as  to  be  readily  read  and 
understood,  using  such  term  as  “wrapper 
tare — ounce”,  the  blank  being  filled  in 
with  the  correct  average  weight  of  the 
wrapper  used. 

(3)  The  act  of  delivering  the  wrapped 
fish  fillets  during  the  retail  sale  without 
the  correct  net- weight  statement  shall 
be  deemed  an  act  which  results  in  the 
product’s  being  misbranded  while  held 
for  sale.  Nothing  in  this  paragraph  shall 
be  construed  as  requiring  net-weight 
statements  for  wrapped  fish  fillets  deliv¬ 
ered  into  institutional  trade  provided  the 
outside  container  bears  the  required  in¬ 
formation. 

(i)  Wrapped  clusters  (consumer  units) 
of  bananas  of  nonunifcH-m'  weight  in¬ 
tended  to  be  unpacked  from  a  master 
carton  or  container  and  weighed  at  or 
before  the  point  of  retail  sale  in  an  es¬ 
tablishment  other  than  that  where  origi¬ 
nally  packed  shall  be  exempt  from  the 
requirements  of  section  403(e)  (2)  of  the 
act  during  introduction  and  movement 
in  interstate  commerce  and  while  held 
for  sale  prior  to  weighing: 

(1)  Provided.  That  (i)  The  master 
carton  or  container  bears  a  label  decla¬ 
ration  of  the  total  net  weight;  and 

(ii)  ’The  individual  packages  bear  a 
conspicuous  statement  “To  be  weighed 
at  or  before  the  time  of  sale”  and  a  cor¬ 
rect  statement  setting  forth  the  weight 
of  the  wrapper;  using  such  term  as 

“wrapper  tare - ounce”,  the  blank 

being  filled  in  with  the  correct  average 
weight  of  the  wrapper  used; 

(2)  Provided  further.  That  it  is  the 
practice  of  the  retail  establishment  to 
weigh  the  individual  packages  either 
prior  to  or  at  the  time  of  retail  sale. 

(3)  ’The  act  of  delivering  the  wrapped 
clusters  (consumer  units)  during  the  re¬ 
tail  sale  without  an  accurate  net  weight 
statement  or  alternatively  without 
weighing  at  the  time  of  sale  shall  be 
deemed  an  act  which  results  in  the  prod¬ 
uct’s  being  misbranded  while  held  for 
sale.  Nothing  in  this  paragraph  shall  be 
construed  as  requiring  net-weight  state¬ 
ments  for  clusters  (consumer  units)  de¬ 
livered  into  institutional  trade,  provided 
that  the  master  container  or  carton 
bears  the  required  information. 

§  101.103  Pelitiuna  requenting  t'xeinp- 
lions  from  or  Kporial  requiremrnlN 
for  label  deelaralion  of  ingre«lienl«. 

The  Conunissioner  of  Food  and  Drugs, 
either  on  his  own  initiative  or  on  behalf 
of  any  Interested  person  who  has  sub¬ 
mitted  a  petition  pursuant  to  Part  2  of 
this  chapter  may  issue  a  proposal  to 
amend  9  101.4  to  specify  the  manner  in 
which  an  lngi:‘edient(s)  shall  be  declared, 
i.e.,  by  specific  or  class  name,  or  9  101.100 
to  exempt  an  Ingredient(s)  from  the  re¬ 
quirements  for  label  declaration. 

§  101.105  Derlaration  of  net  quantity 
of  contents  when  exempt. 

(a)  The  princlped  display  panel  of  a 
food  in  package  form  shall  betu-  a  decla¬ 
ration  of  the  net  quantity  of.  contents. 
This  shaU  be  expressed  In  the  terms  of 
weight,  measure,  numerical  count,  or  a 
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combinaticm  of  numerical  count  and 
weight  or  measure.  The  statement  shall 
be  in  terms  of  fluid  measure  if  the  food 
is  liquid,  or  in  terms  of  weiiflit  if  the 
food  is  solid,  semisolid,  or  viscous,  or  a 
mixture  of ‘solid  and  liquid;  except  that 
such  statement  may  be  in  terms  of  dry 
measure  if  the  food  is  a  fresh  fruit,  fresh 
vegetable,  or  other  dry  commodity  that 
is  customarily  sold  by  dry  measure.  If 
there  is  a  flrmly  established  general  con¬ 
sumer  usage  and  trade  custom  of  declar¬ 
ing  the  contents  of  a  liquid  by  weight,  or 
a  solid,  semisolid,  or  viscous  product  by 
fluid  measure,  it  may  be  used.  When¬ 
ever  the  Commissioner  determines  that 
an  existing  practice  of  declaring  net 
quantity  of  contents  by  weight,  measure, 
numerical  count,  or  a  combination  in  the 
case  of  a  speciflc  packaged  food  does  not 
facilitate  value  ccxnparismis  by  crnisum- 
ers  and  offers  opportunity  for  consumer 
confusion,  he  will  by  regulaticm  desig¬ 
nate  the  apprc^riate  term  or  terms  to 
be  used  for  such  commodity. 

(b) (1)  Statements  of  weight  shall  be 
in  terms  of  avoirdupois  pound  and  ounce. 

(2)  Statements  of  fluid  measure  shall 
be  in  terms  of  the  UJS.  gallcm  of  231 
cubic  inches  and  quart,  pint,  and  fluid 
ounce  subdivisions  thereof,  and  shall: 

(i)  In  the  case  of  frozen  food  that  is 
sold  and  consumed  in  a  frozen  state,  ex¬ 
press  the  voliune  at  the  frozen  tem¬ 
perature. 

(ii)  In  the  case  of  refrigerated  food 
that  is  sold  in  the  refrigerated  state,  ex¬ 
press  the  voliune  at  40*  P  (4*  C), 

(iii)  In  the  case  of  other  foods,  ex¬ 
press  the  volume  at  68*  P  (20*  C). 

(3)  Statements  of  dry  measure  shall 
be  in  terms  of  the  n.S.  bushel  of  2,150.42 
cubic  inches  and  peck,  dry  quart,  and 
dry  pint  subdivisimis  thereof. 

(c)  When  the  declaration  of  quantity 
of  contents  by  numerical  count  does  not 
give  adequate  information  as  to  the 
quantity  of  food  in  the  package,  it  shall 

combined  with  such  statement  of 
weight,  measure,  or  size  of  the  individual 
units  of  the  foods  as  will  provide  such 
information. 

(d)  The  declaration  may  contain  com¬ 
mon  or  decimal  fractions.  A  common 
fraction  shall  be  in  terms  of  halves,  quar¬ 
ters.  eighths,  sixteenths,  or  thlr^-sec- 
onds;  except  that  if  there  exists  a  flrmly 
established  general  consumer  usage  and 
trade  custom  of  emplosring  different  com¬ 
mon  fractions  in  ^e  net  quantity  dec¬ 
laration  of  a  particular  cmnmodity,  they 
may  be  employed.  A  common  fraction 
shall  be  reduc^  to  its  lowest  terms;  a 
decimal  fraction  shall  not  be  carried 
out  to  more  than  two  places.  A  state¬ 
ment  that  includes  small  fractions  of  an 
ounce  shall  be  deemed  to  permit  smaller 
variations  tlian  one  which  does  not  in¬ 
clude  such  fractions. 

(e)  The  declaraticm  shall  be  located 
on  the  principal  display  panel  of  the 
label,  and  with  respect  to  packages 
bearing  alternate  principal  pfuiels  it  shall 
be  duplicated  on  each  principal  display 
panel. 

(f)  The  declaraticm  shall  appear  as  a 
distinct  item  on  the  principal  display 
panel,  shall  be  separate  (by  at  least  a 
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space  equal  to  the  height  of  the  lettering 
used  in  the  declaration)  from  other 
printed  labd  infonnatkm  appearing 
above  or  below  the  declaration  and  (by  at 
least  a  space  equal  to  twice  the  width  of 
the  letter  “N”  of  the  style  of  type  used 
in  the  quantity  of  contents  statement) 
fr(Hn  other  printed  label'  inf(M:mation 
appearing  to  the  left  or  right  of  the  dec¬ 
laration.  It  shall  not  include  any  term 
qualifying  a  unit  of  weight,  measure,  or 
count  (such  as  “jumbo  quart”  and  “full 
gallon”)  that  tends  to  exaggerate  the 
amount  of  the  food  in  the  ctmtainer.  It 
shall  be  placed  on  the  principal  display 
panel  within  the  bottom  30  percent  of 
the  area  of  the  label  panel  in  lines  gen¬ 
erally  parallel  to  the  base  on  which  the 
package  rests  as  it  is  designed  to  be  dis¬ 
played  :  Provided.  That  on  packages  hav¬ 
ing  a  principal  display  panel  of  5  square 
inches  or  less,  the  requirement  for  place¬ 
ment  within  the  bottmn  30  percent  of  the 
area  of  the  label  panel  shall  not  apply 
when  the  declaration  of  net  quantity  of 
contents  meets  the  other  requirements 
of  this  part. 

(g)  The  declaration  shall  accurately 
reveal  the  quantity  of  food  in  the  pack¬ 
age  exclusive  of  wrappers  and  other  ma¬ 
terial  packed  therewith:  Provided.  That 
in  the  case  of  foods  packed  in  ccmtainers 
designed  to  deliver  the  food  under  pres¬ 
sure,  the  declaration  shall  state  the  net 
quantity  of  the  contents  that  will  be  ex¬ 
pelled  when  the  InstructKms  for  use  as 
shown  on  the  container  are  followed. 
The  propellant  Is  included  in  the  net 
quantity  declaration. 

(h)  The  declaration  shall  appear  in 
conspicuous  and  easily  legible  boldface 
print  or  type  in  distinct  contrast  (by 
typography,  layout,  c(^r,  embossing,  or 
molding)  to  other  matter  on  the  pack¬ 
age;  except  that  a  declaration  of  net 
quantity  blown,  embossed,  or  molded  on 
a  glass  or  plastic  surface  is  permissible 
when  all  label  informaticm  is  so  formed 
on  the  surface.  Requirements  of  conspic¬ 
uousness  and  legibility  shall  include  the 
specifications  that: 

(1)  The  ratio  of  height  to  width  (of 
the  letter)  shall  not  exceed  a  differential 
of  3  units  to  1  unit  (no  more  than  3  times 
as  high  as  it  is  wide) . 

(2)  Letter  heights  pertain  to  upper 
case  or  capital  letters.  When  upper  and 
lower  case  or  all  lower  case  letters  are 
used,  it  is  the  lower  case  letter  “o”  or  its 
equivalent  that  shall  meet  the  minimum 
standards. 

(3)  When  fractions  are  used,  each 
c(xnp(ment  numeral  shall  meet  one-half 
the  minimum  height  standards. 

(1)  The  declaration  shall  be  in  letters 
and  numerals  in  a  type  size  established 
in  relationship  to  the  area  of  the  princi¬ 
pal  display  panel  of  the  package  and 
shall  be  uniform  for  all  packages  of  sub¬ 
stantially  the  same  size  by  complying 
with  the  following  type  specifications: 

(1)  Not  less  than  one-sixteenth  inch 
in  height  on  packages  the  principal  dis¬ 
play  pcmel  of  which  has  an  area  of  5 
square  inches  or  less. 

(2)  Not  less  than  (me-eighth  inch  in 
height  (m  packages  the  principal  display 
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panel  of  which  has  an  area  of  more  than 
5  but  not  more  than  25  square  inches. 

(3)  Not  less  than  three-sixteraths  inch 
in  height  on  packages  the  principal  dis¬ 
play  panel  of  which  has  an  area  of  more 
than  25  but  not  more  than  100  square 
inches. 

(4)  Not  less  than  one-fourth  inch  in 
height  on  packages  the  principal  dis¬ 
play  panel  of  which  has  an  area  of  more 
than  100  square  inches,  except  not  less 
than  >2  inch  in  height  if  the  area  is  more 
than  400  square  inches. 

Where  the  declaration  is  blown,  em¬ 
bossed.  or  molded  on  a  glass  or  plastic 
surface  rather  than  by  printing,  typing, 
or  coloring,  the  lettering  sizes  specified 
in  paragraph  (h)  (1)  through  (4)  of 
this  section  shall  be  increased  by  one- 
sixteenth  of  an  inch. 

(j)  On  packages  containing  less  than 
4  pounds  or  1  gallon  and  labeled  in  terms 
of  weight  or  fluid  measure: 

(1)  The  declaration  shall  be  expressed 
both  in  ounces,  with  identification  by 
weight  or  by  liquid  measure  and,  if  ap¬ 
plicable  (1  pound  or  1  pint  or  more)  fol¬ 
lowed  in  parentheses  by  a  declaration  in 
pounds  for  weight  units,  with  any  re¬ 
mainder  in  terms  of  ounces  or  common 
or  decimal  fractions  of  the  pound  (see 
examples  set  forth  in  paragnqsh  (m)  (1) 
and  (2)  of  this  section),  or  in  the  case 
of  liquid  measure,  in  the  largest  whole 
units  (quarts,  quarts  and  pints,  or  pints, 
as  appropriate)  with  any  remainder  in 
terms  of  fluid  ounces  or  common  or  deci¬ 
mal  fractions  of  the  pint  or  quart  (see 
examples  in  paragraph  (m)  (3)  and  (4) 
of  this  section) . 

(2)  If  the  net  quantity  of  contents  dec¬ 
laration  appears  on  a  random  package, 
that  is  a  package  which  is  one  of  a  lot, 
shipment,  or  delivery  of  packages  of  the 
same  consumer  commodity  with  varying 
weights  and  with  no  fixed  weight  pattern, 
it  may.  when  the  net  weight  exceeds  1 
pound,  be  expressed  in  terms  of  pounds 
and  decimal  fractions  of  the  pound  car¬ 
ried  out  to  not  more  than  two  decimal 
places.  When  the  net  weight  does  not  ex¬ 
ceed  1  pound,  the  declaration  on  the  ran¬ 
dom  package  may  be  in  decimal  fractions 
of  the  pound  in  lieu  of  ounces  (see  ex¬ 
ample  in  paragraph  (m)  (5)  of  thi» 
section) . 

(3)  The  declaration  may  appear  in 
more  than  one  line.  The  term  “net 
weight”  shall  be  used  when  stating  the 
net  quantity  of  contents  in  terms  of 
weight.  Use  of  the  terms  “net”  or  “net 
contents”  in  terms  of  fluid  measure  or 
numerical  count  is  optional.  It  is  su£B- 
cient  to  distinguish  avoirdupois  ounce 
from  fluid  ounce  through  association  of 
terms;  for  example.  “Net  wt.  6  oz”  or 
“6  oz  Net  wt.”  and  “6  fl  oz"  or  “Net 
contents  6  fl  oz”. 

(k)  On  packages  containing  4  pounds 
or  1  gallon  or  more  and  labeled  in  terms 
of  weight  or  fluid  measure,  the  declara¬ 
tion  shall  be  expressed  in  pounds  for 
weight  units  with  any  remainder  in 
terms  of  ounces  or  common  or  decimal 
fraction  of  the  pound,  or  in  the  case  of 
fluid  measure,  it  shall  be  expresscKl  in 
the  largest  whole  unit  (gallons  followed 
by  common  or  decimal  fraction  of  a  gal- 
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Ion  or  by  the  next  smaller  whole  unit  or 
units  (quarts,  or  quarts  and  pints) )  with 
any  remainder  in  terms  of  fluid  ounces 
or  common  or  decimal  fractions  of  the 
pint  or  quart  (see  paragraph  ‘(m)  (6)  of 
this  section) . 

(1)  [Reserved.] 

<m)  Examples; 

(1 )  A  declaration  of  1  poimds  weight 
shall  be  expressed  as  “Net  Wt.  24  oz  (1 
lb  8  oz),”  “Net  Wt.  24  oz  (l^A,  lb),”  or 
“Net  Wt.  24  oz  (1.5  lb)”. 

(2)  A  declaration  of  three-fourths 
pound  avoirdupois  weight  shall  be  ex¬ 
pressed  as  “Net  Wt.  12  oz”. 

(3)  A  declaration  of  1  quart  liquid 
measure  shall  be  expressed  as  “Net  32 
floz  (1  qt)”. 

(4)  A  declaration  of  1%  quarts  liquid 
measure  shall  be  express^  as  “Net 
contents  56  fluid  ounces  (1  quart  11/2 
pints)”  or  as  “Net  56  fluid  oz  (1  qt  1  pt 
8  oz)”,  but  not  in  terms  of  quart  and 
ounce  such  as  “Net  56  fluid  oz  (1  quart 
24  ounces) 

(5)  On  a  random  package,  declaration 
of  three-fourths  pound  avoirdupois  may 
be  expressed  as  “Net  Wt.  .75  lb”. 

(6)  A  declaration  of  2\^  gallons  liquid 
measure  shall  be  expressed  as  “Net  con¬ 
tents  gallons,”  “Net  contents  2.5  gal¬ 
lons,”  or  “Net  contents  2  gallons  2 
quarts”  and  not  as  “2  gallons  4  pints”. 

(n)  For  quantities,  the  following  ab¬ 
breviations  and  none  other  may  be  em¬ 
ployed  (periods  and  plural  forms  are 
optional) : 

weight  wt  pint  pt 

ounce  oz  qiuirt  qt- 

pound  lb  fluid  fl 

gallon  gal 

(o)  Nothing  in  this  section  shall  pro¬ 
hibit  supplemental  statements  at  loca¬ 
tions  other  than  the  principal  display 
panel  (s)  describing  in  nondeceptive 
terms  the  net  quantity  of  contents;  pro¬ 
vided,  that  such  supplemental  statements 
of  net  quantity  of  contents  shall  not  in¬ 
clude  any  term  qualifsdng  a  unit  of 
weight,  measure,  or  coimt  that  tends  to 
exaggerate  the  amount  of  the  food  con¬ 
tained  in  the  package;  for  example, 
“jumbo  quart”  and  “full  gallon”.  Dual 
or  combination  declarations  of  net  quan¬ 
tity  of  contents  as  provided  for  in  para¬ 
graphs  (a),  (c),  and  (j)  of  this  section 
(for  example,  a  combination  of  net 
weight  plus  numerical  count,  net  con¬ 
tents  plus  dilution  directi<ms  of  a  con¬ 
centrate,  etc.)  are  not  regarded  as  sup¬ 
plemental  net  quantity  statements  and 
may  be  located  on  the  principwil  display 
panel. 

(p)  A  separate  statement  of  the  net 
quantity  of  contents  in  terms  of  the  met¬ 
ric  system  is  not  regarded  as  a  supple¬ 
mental  statement  and  an  accurate  state¬ 
ment  of  the  net  quantity  of  contents  in 
terms  of  the  metric  system  of  weight  or 
measure  may  also  appear  on  the  prin¬ 
cipal  display  panel  or  on  other  panels. 

(q)  The  declaration  of  net  quantity  of 
contents  shall  express  an  accurate  state¬ 
ment  of  the  quantity  of  contents  of  the 
package.  Reasonable  variations  caused 
by  loss  or  gain  of  moisture  during  the 
course  of  good  distribution  practice  or 


by  unavoidable  deviations  in  good  manu¬ 
facturing  practice  wfll  be  recognized. 
Variations  from  stated  quantity  of  con¬ 
tents  shall  not  be  unreasonably  large. 

(r)  The  declaration  of  net  quantity  of 
contents  on  pickles  and  pickle  products, 
including  relishes  but  excluding  one  or 
two  whole  pickles  in  clear  plastic  bags 
which  may  be  declared  by  count,  shall 
be  expressed  in  terms  of  the  U.S.  gallon 
of  231  cubic  inches  and  quart,  pint,  and 
fluid  ounce  subdivisions  thereof. 

(s)  On  a  multiunit  retail  package,  a 
statement  of  the  quantity  of  contents 
shall  appear  on  the  outside  of  the  pack¬ 
age  and  shall  include  the  number  of  in¬ 
dividual  units,  the  quantity  of  each  in¬ 
dividual  unit,  and,  in  parentheses,  the 
total  quantity  of  contents  of  the  multi¬ 
unit  package  in  terms  of  avoirdupois  or 
fluid  oimces,  except  that  such  declara¬ 
tion  of  total  quantity  need  not  be  fol¬ 
lowed  by  an  additional  parenthetical 
declaration  in  terms  of  the  largest  whole 
units  and  subdivisions  thereof,  as  re¬ 
quired  by  paragraph  (j)(l)  of  this  sec¬ 
tion.  A  multiunit  retail  package  may  thus 
be  properly  labeled;  “6-16  oz  bottles — 
(96  fl  oz)”  or  “3-16  oz  cans — (net  wt. 
48  oz)”.  For  the  purposes  of  this  sec¬ 
tion,  “multiunit  retail  package”  means  a 
package  containing  two  or  more  individ¬ 
ually  packaged  units  of  the  identical 
commodity  and  in  the  same  quantity,  in¬ 
tended  to  be  sold  as  part  of  the  multiunit 
retail  package  but  capable  of  being  in- 
dividu^ly  sold  in  full  compliance  with 
all  requirements  of  the  regulations  in 
this  part.  Open  multiunit  retail  packages 
that  do  not  obscure  the  number  of  units 
nor  prevent  examination  of  the  labeling 
on  each  of  the  individual  units' are  not 
subject  to  this  paragraph  if  the  labeling 
of  each  individual  unit  complies  with 
the  requirements  of  paragraphs  (f)  and 
(i)  of  this  section.  The  provMons  of  this 
section  do  not  apply  to  that  butter  or 
margarine  covered  by  the  exemptions  in 
§  l.lc(a)  (10)  and  (11). 

(t)  Where  the  declaration  of  net 
quantity  of  contents  is  in  terms  of  net 
weight  and/or  drained  weight  or  voliune 
and  does  not  accurately  reflect  the  actual 
quantity  of  the  contents  or  the  product 
falls  below  the  applicable  standard 
of  All  of  container  because  of  equipment 
malfunction  or  otherwise  unintentional 
product  variation,  and  the  label  con¬ 
forms  in  all  other  respects  to  the  require¬ 
ments  of  this  chapter  (except  the  re¬ 
quirement  that  food  falling  below  the 
applicable  standard  of  All  of  container 
shall  bear  the  general  statement  of  sub¬ 
standard  fill  specified  in  §  130.14(b)  of 
this  chapter) ,  the  mislabeled  food  prod¬ 
uct,  including  any  food  product  that  fails 
to  bear  the  general  statement  of  sub¬ 
standard  fill  specified  in  §  130.14(b)  of 
this  chapter,  may  be  sold  by  the  manu¬ 
facturer  or  processor  directly  to  insti¬ 
tutions  operated  by  Federal,  State  or 
local  governments  (schools,  prisons,  hos¬ 
pitals,  etc.) :  Provided,  That; 

(1)  The  purchaser  shall  sign  a  state¬ 
ment  at  the  time  of  sale  stating  that  he 
is  aware  that  the  product  is  mislabeled 
to  include  acknowledgment  of  the  na¬ 
ture  and  extent  of  the  mislabeling. 


(e.g.,  “Actual  net  weight  may  be  as  low 

as _ %  below  labeled  quantity”)  and 

that  any  subsequent  distribution  by  him 
of  said  product  except  for  his  own  insti¬ 
tutional  use  is  unlaM^ul.  This  statement 
shall  be  kept  on  file  at  the  principal  place 
of  business  of  the  manufacturer  or  proc¬ 
essor  for  2  years  subsequent  to  the  date 
of  shipment  of  the  product  and  shall  be 
available  to  the  Food  and  Drug  Admin¬ 
istration  upon  request. 

<2)  The  product  shall  be  labeled  on 
the  outside  of  its  shipping  container  with 
the  statement(s) ; 

(i)  When  the  variation  concerns  net 

weight  and/or  drained  weight  or  volume, 
“Product  Mislabeled.  Actual  net  weight 
(drained  weight  or  volume  where  ap¬ 
propriate)  may  be  as  low  as _ %  below 

labeled  quantity.  This  Product  Not  for 
Retail  I^tribution”,  the  blank  to  be 
filled  in  with  the  maximum  percentage 
variance  between  the  labeled  and  actual 
weight  or  volume  of  contents  of  the  in¬ 
dividual  packages  in  the  shipping  con¬ 
tainer,  and 

(ii)  When  the  variation  is  in  regard 
to  a  fill  of  container  standard,  “‘Product 
Mislabeled.  Actual  fill  may  be  as  low  as 

below  standard  of  fill,  nils  Product 
Not  for  Retail  Distribution”. 

(3)  The  statements  required  by  para¬ 
graph  (t)  (2)  (i)  and  (il)  of  this  section, 
which  may  be  consolidated  where  appro¬ 
priate,  shall  appear  prominently  and 
conspicuously  as  compared  to  other 
printed  matter  on  the  shipping  con¬ 
tainer  and  in  boldface  print  or  type 
on  a  clear,  contrasting  background  in 
order  to  render  them  likely  to  be  read 
and -understood  by  the  purchaser  under 
ordinary  conditions  of  purchase. 

(Sec.  5(a),80SUt.  1298  (IS U.S.C.  14S4).) 


PART  102— COMMON  OR  USUAL  NAME 
FOR  NONSTANDARDIZEO  FOODS 

Subpart  A— General  Provisions 

Sec. 

102.5  C3eneral  principles. 

102.19  Petitions. 

Subpart  B — Raquirements  for  Specific 
Nonstandardized  Foods 

102.26  Frozen  “beat  and  serve”  dinner. 
102.28  Foods  packaged  for  use  In  the  prep¬ 
aration  of  “main  dishes”  or  "din¬ 
ners.” 

102.30  Noncarbonated  beverage  products 
(xmtalning  no  fruit  or  vegetable 
Juice. 

102.32  Diluted  orange  juice  beverages. 
102.37  Mixtures  of  edible  fat  or  oil  and  olive 
oil. 

102.39  Onion  rings  made  from  diced  onion. 
102.41  Potato  chips  made  from  dried  po¬ 
tatoes. 

102.45  Fish  sticks  or  portions  made  from 
minced  fish. 

102.47  Bonito. 

102.49  Fried  clams  made  from  minced 

clams. 

102.50  Crabmeat. 

102.54  Seafood  cocktails. 

102.55  Nonstandardized  breaded  composite 

shrimp  units. 

102.57  Greenland  turbot  (Reinhardtius  hip- 
pogVossoides) . 

AxrrHoaiTT:  Secs.  201  (n),  403,  701(a),  52 
Stat.  1041  as  amended,  1047-1048  as  amended, 
1055  (21  U.8.C.  321  (n),  343,  371(a) ). 
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Subpart  A — General  Provisiont 
§  1 02.5  General  principles. 

(a)  The  common  or  usual  name  of  a 
food,  which  may  be  a  coined  term,  shall 
accurately  identify  or  describe,  in  as 
simple  and  direct  terms  as  possible,  the 
basic  nature  of  the  food  or  its  charac¬ 
terizing  properties  or  ingredients.  The 
name  shall  be  uniform  among  all  identi¬ 
cal  or  similar  products  and  may  not  be 
confusingly  similar  to  the  name  of  any 
otlier  food  that  is  not  reasonably  en¬ 
compassed  within  the  same  name.  Each' 
class  or  subclass  of  food  shall  be  given 
its  own  common  or  usual  name  that 
states,  in  clear  terms,  what  it  is  in  a  way 
that  distingiiishes  it  from  different  foods. 

(b)  The  common  or  usual  name  of  a 
food  shall  include  the  percentage(s)  of 
any  characterizing  ingredlent(s)  or  com- 
ponent(s)  when  the  proportion  of  such 
ingredient(s)  or  component(s)  in  the 
food  has  a  material  bearing  on  price  or 
consumer  acceptance  or  when  the  label¬ 
ing  or  the  appearance  of  the  food  may 
otherwise  create  an  erroneous  impression 
that  such  ingredlent(s)  ex*  component(s) 
is  present  in  an  amount  greater  than  is 
actually  the  case.  The  following  require¬ 
ments  shall  apply  unless  modified  by  a 
specific  regulation  in  Subpart  B  of  this 
part. 

(1)  The  percentage  of  a  character¬ 
izing  ingredient  or  component  shall  be 
declared  on  the  basis  of  its  quantity  in 
the  finished  product  (i.e.,  weight/weight 
in  the  case  of  solids,  or  volume/ volume 
in  the  case  of  liquids) . 

(2)  The  percentage  of  a  character¬ 
izing  ingredient  or  component  shall  be 
declared  by  the  words  “containing  (or 

contains) _ percent  (or  %) _ ’’  or 

“ - percent  (or  %) _ ”  with  the  first 

blank  filled  in  with  the  percentage  ex¬ 
pressed  as  a  whole  niunber  not  greater 
than  the  actual  percentage  of  the  in¬ 
gredient  or  component  named  and  the 
second  blank  filled  in  with  the  common 
or  usual  name  of  the  ingredient  or  com¬ 
ponent.  The  word  “containing”  (or  “con¬ 
tains”),  when  used,  shall  appear  on  a 
line  immediately  below  the  part  of  the 
common  or  usual  name  of  the  food  re¬ 
quired  by  paragraph  (a)  of  this  section. 
For  each  characterizing  ingredient  or 

component,  the  words  “ _  percent 

(or  %) _ ”  shall  appear  following  or 

directly  below  the  word  “containing”  (or 
contains),  or  directly  below  the  part  of 
the  common  or  usual  name  of  the  food 
required  by  paragraph  (a)  of  this  section 
when  the  word  .“containing”  (or  con¬ 
tains)  is  not  used,  in  easily  legible  bold¬ 
face  print  or  type  in  distinct  cemtrast  to 
other  printed  or  graphic  matter,  and  in 
a  height  not  less  than  the  larger  of  the 
following  alternatives; 

(i)  Not  less  than  one-sixteenth  inch 
in  height  on  packages  having  a  principal 
display  panel  with  an  area  of  5  square 
inches  or  less  and  not  less  than  one- 
eighth  inch  in  height  if  the  area  of  the 
principal  display  panel  is  greater  than 
5  square  inches;  or 

(ii)  Not  less  than  one-half  the  height 
of  the  largest  type  appearing  in  the  part 
of  the  common  or  usual  naipe  of  the  fcxxl 
required  by  paragraph  (a)  of  this  section. 


(c)  The  common  or  risual  name  of  a 
food  shall  include  a  statement  of  the 
presence  or  absence  of  any  characteriz¬ 
ing  ingredient(s)  or  component(s)  and/ 
or  the  need  for  the  user  to  add  any  char¬ 
acterizing  ingredient(s)  or  conpxmentts) 
when  the  presence  or  absence  of  such 
ingredient(s)  or  component(s)  in  the 
food  has  a  material  bearing  on^price  or 
consumer  acceptance  or  when  the  la¬ 
beling  or  the  appearance  of  the  food  may 
otherwise  create  an  erroneous  impres¬ 
sion  that  such  ingredient(s)  or  compo- 
nent(s)  is  present  when  it  is  not,  and 
consumers  may  otherwise  be  misled 
about  the  presence  or  absence  of  the  in¬ 
gredient  (s)  or  comp>onent(s)  in  the  food. 
The  following  requirements  shall  apply 
unless  modified  by  a  specific  regulation  in 
Subpart  B  of  this  part. 

( 1 )  The  presence  or  absence  of  a  char¬ 
acterizing  ingredient  or  component  shall 
be  declared  by  the  words  “containing  (or 

contains)  _ ”  or  “containing 

(or  contains)  no  _ ”  or  “no 

_ ”  or  “does  not  contain 

_ ”,  with  the  blank  being  filled 

in  with  the  common  or  usual  name  of 
the  ingredient  or  component. 

(2)  The  need  for  the  user  of  a  food 
to  add  any  characterizing  ingredient(s) 
or  component(s)  shall  be  declared  by  an 
appropriate  informative  statement. 

(3)  The  statement(s)  required  under 
paragraph  (c)  (1)  and/or  (2)  of  this 
section  shall  appear  following  or  di¬ 
rectly  below  the  part  of  the  common  or 
usual  name  of  the  food  required  by  para¬ 
graphs  (a)  and  (b)  of  this  section,  in 
easily  legible  boldface  print  or  type  in 
distinct  contrast  to  other  printed  or 
graphic  matter,  and  in  a  height  not  less 
than  the  larger  of  the  alternatives  es¬ 
tablished  under  paragraph  (b)  (2)  (i) 
and  (ii)  of  this  section. 

(d)  A  common  or  usual  name  of  a 
food  may  be  established  by  common  us¬ 
age  or  by  establishment  of  a  regulation 
in  Subpart  B  of  this  part,  in  Part  104 
of  this  chapter,  in  a  standard  of  identity, 
or  in  other  regulations  in  this  chapter. 

§  102.1')  I'elilioiiK. 

(a)  The  Commissioner  of  Food  and 
Drugs,  either  on  his  own  initiative  or  on 
behalf  of  any  interested  person  who  has 
submitted  a  petitiem,  may  publish  a  pro¬ 
posal  to  issue,  amend,  or  revoke,  under 
this  part,  a  regulation  prescribing  a 
common  or  usual  name  for  a  food,  pur¬ 
suant  to  Part  2  of  this  chapter. 

(b)  If  the  principal  c^splay  panel 'of 
a  food  for  which  a  common  or  usual 
name  regulation  is  established  is  too 
small  to  accommodate  all  mandatory  re¬ 
quirements,  the  Commissioner  may  es¬ 
tablish  by  regulation  an  acceptable  al¬ 
ternative,  e.g.,  a*  smaller  type  size.  A 
petition  requesting  such  a  regulation, 
which  would  amend  the  applicable  regu¬ 
lation,  shall  be  submitted  pursuant  to 
Part  2  of  this  chapter. 

Subpart  B — Requirements  for  Specific 
Nonstandardized  Foods 

§  102.26  Fwicn  ‘4ieat  and  s^rve" 
dinnrnt. 

(a)  A  frozen  “heat  and  serve”  dinner: 


(1)  Shall  contain  at  least  three  com¬ 
ponents.  one  of  which  shall  be  a  signif¬ 
icant  source  of  protein  and  each  of 
which  shaU  consist  of  one  or  more  of  the 
following:  meat,  poultry,  fish,  cheese, 
eggs,  vegetables,  fruit,  ix)tatoes.  rice,  or 
other  cereal  based  prc^ucts  (other  than 
bread  or  rolls) . 

(2)  May  also  contain  other  servings  of 
food  (e.g.,  soup,  bread  or  itrfls,  beverage, 
dessert  > . 

(b)  The  common  or  usual  name  of  the 
food  consists  of  all  of  the  following: 

(1)  The  phrase  “frozen  ‘heat  and 
serve’  dinner,”  except  that  the  name  of 
the  predominant  characterizing  ingre¬ 
dient  or  other  appropriately  descriptive 
term  may  immediately  precede  the  word 
“dinner”  (e.g.,  “frozen  chicken  dinner” 
or  “frozen  heat  and  serve  beef  dinner”) . 
The  words  “heat  and  serve”  are  optional. 
The  word  “frozen”  is  also  optional,  pro¬ 
vided  that  the  words  “Keep  Frozen’*  or 
the  equivalent  are  prominently  and  con¬ 
spicuously  placed  on  the  principal  dis¬ 
play  panel  in  type  size  not  less  than  that 
specified  in  S  102.5(b)  (2)  (1). 

(2)  The  phrase  “containing  (or  con¬ 
tains)  - ”  the  blank  to  be  filled  in 

with  an  accurate  descripti(m  of  each  of 
the  three  or  more  dish  components  listed 
in  paragraph  (a)(1)  of  this  section  in 
their  order  of  descending  predominance 
by  weight  (e.g.,  ham.  ma^ed  potatoes, 
and  peas),  followed  by  any  of  ^e  other 
servings  specified  in  paragraph  (a)  (2) 
of  this  section  contained  in  the  package 
(e.g.,  onion  soup,  enriched  white  bread, 
and  artificially  flavored  vanilla  pudding) 
in  their  order  of  descending  predomi¬ 
nance  by  weight.  This  part  of  the  name 
shall  by  placed  immediately  following  or 
directly  below  the  part  specifled  in  para¬ 
graph  (b)(1)  of  this  section  in  the  man¬ 
ner  set  forth  in  S  102.5(c)  (3).  The  words 
“contains”  or  “containing”  are  optional. 

(3)  If  the  labeling  implies  that  the 
package  contains  other  foods  and  these 
foods  are  not  present  in  the  package, 
e.g.,  if  a  vignette  on  the  package  depicts 
a  “serving  suggestion”  which  includes 
any  foods  not  present  in  the  package, 
the  principal  display  panel  shall  bear  a 
statement  that  such  foods  are  not  pres¬ 
ent,  in  type  size  not  less  than  that  speci¬ 
fled  in  §  102.5(b) (2) (i). 

§  102.28  Foodtt  p«<-ka|Eod  for  um-  in  llio 
preparation  of  “main  diMhes**  or 
“dinnerji.” 

(a)  The  common  or  usual  name  of  a 
packaged  food  which  is  represented  on 
the  principal  display  panel  by  word  or 
vignette  to  be  us^  in  the  preparation  of 
a  “main  dish”,  “dinner”,  or  other  such 
food  serving,  and  to  which  some  other 
important  characterizing  ingredient)  s» 
or  component (s)  not  present  in  the  pack¬ 
age  must  be  added,  consists  of  all  the 
f  ollow’ing : 

(1)  The  common  or  usual  name  of 
each  important  ingredient  or  component 
in  the  package,  in  descending  order  of 
predominance  by  weight  (e.g.,  “noodles 
and  tomato  sauce”* . 

(2)  An  appropriate  informative  state¬ 
ment  identifying  the  food  to  be  prepared 
by  use  of  the  package  contents  (e.g.,  “for 
preparation  of  chicken  casserole”) . 
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(3)  An  appropriate  informative  state¬ 
ment  that  additional  characterizdns:  in- 
gredient(s)  or  comp<ment(s)  must  be 
added  and  which  names  the  additional 
characterizing  ingredient(s)  or  compo- 

nent(s)  (e.g.,  “you  must  add _ to 

complete  the  recipe,”  the  blank  to  be 
filled  in  with  the  name(s)  of  the  import¬ 
ant  characterizing  ingredient(s)  or  com- 
ponent(s)  that  must  be  added) . 

(b)  The  labeling  required  by  para¬ 
graph  (a)  of  this  section  shall  appear  on 
the  principal  display  panel. 

(1)  No  word  in  the  statement  required 
by  paragraph  (a)  (2)  of  this  section  may 
appear  on  the  principal  display  ftanel 
more  conspicuously  or  in  laiger  type  than 
the  smallest  and  least  conspicuous  t3q>e 
employed  on  the  panel  for  any  word, 
phi^e  or  statement  within  the  scope  of 
paragraph  (a)(1)  of  this  section. 

(2)  Every  word  in  the  statement  re¬ 
quired  by  paragraph  (a)  (3)  of  this  sec¬ 
tion  shall  appear  on  the  principal  display 
panel  in  easily  legible  bold  face  print  or 
type  in  diE»tinct  contrast  to  other  printed 
or  graphic  matter,  and  in  a  height  not 
less  than  the  larger  of  the  following 
alternatives: 

(i)  Not  less  than  one-sixteenth  inch  In 
height  <m  packages  having  a  principal 
display  panel  with  an  area  of  5  square 
inches  or  less  and  not  less  than  one- 
eighth  inch  in  height  if  the  area  of  the 
principal  display  panel  is  greater  than 
5  square  inches ;  or 

(ii)  Not  less  than  one-half  the  height 
of  the  largest  type  appearing  in  the  part 
of  the  common  or  usual  name  of  the 
food  required  by  paragraph  (a)(1)  and 
(2)  of  this  section. 

(c)  Any  vignette  which  shows  any  food 
or  characterizing  iDgredient(s)  or  com- 
p(ment(s)  not  included  in  the  package 
shall  be  accompanied  either  by  the  state¬ 
ment  required  by  paragraph  (a)  (3)  of 
this  section  or  by  a  s^>arate  statement 
i^Decifying  the  food  or  characterizing  in- 
gredient(s)  or  component(s)  shown  in 
the  vignette  but  not  included  in  the 
paqkage. 

(d)  If  the  statement  specified  in  para¬ 
graph  (a)  (2)  of  this  section  is  used  on 
any  panel  in  addition  to  the  principal 
display  panel  as  a  product  Identification 
statement,  the  complete  common  or  usual 
name  shall  appear  on  such  panel  in  the 
manner  specified  in  paragraph  (b)  of 
this  section. 

(e)  When  a  brand  name  or  other 
prominent  product  designation  contains 
a  word  or  words  that  includes  or  suggests 
an  important  characterizing  ingredi- 
ent(s)  or  component(s)  that  must  be 
added,  or  otherwise  states  or  implies  that 
the  package  contains  a  complete  main 
dish,  dinner,  or  other  food  serving,  the 
part  of  the  common  or  usual  name  of  the 
food  required  by  paragraph  (a)(3)  of 
this  section  shall  appear  in  direct  con¬ 
junction  with  such  brand  name  or  other 
designation  and  in  type  size  not  less  than 
one-half  the  height  of  the  largest  type 
appearing  in  such  brand  name  (X-  other 
designation. 


RULES  AND  REGULATIONS 

§  102.30  Nonrarbonated  beverage  prod¬ 
ucts  containing  no  fruit  or  vegetaUe 
juke. 

The  common  or  usual  name  of  noncar- 
bonated  beverage  products  (including  a 
concentrated,  dehydrated,  powdered,  or 
other  counterpart)  containing  no  fruit 
or  vegetable  juice  shall  include  the  fol¬ 
lowing: 

(a)  A  descriptive  name  for  the  product 
meeting  the  requirements  of  §  102.5(a) ; 
and 

(b)  When  the  labeling  or  the  color, 
and  flavor  of  the  beverage  represents, 
suggests,  or  implies  that  any  fruit  or  veg¬ 
etable  juice  may  be  present  (e.g.,  the 
product  label  bears  the  name  or  a  varia¬ 
tion  of  the  name  or  any  pictorial  repre¬ 
sentation  of  any  fruit  or  vegetable,  or 
the  product  contains  color  and  flavor 
which  give  the  beverage  the  appearance 
and  taste  of  containing  a  fruit  or  vege¬ 
table  juice)  the  statement  “Containing 

(or  contains)  no - Juice”, 

or  “no _ juice”,  or  “does  not 

contain _ juice”,  the  blank 

to  be  filled  in  vith  the  name  of  the 
fruit(s)  or  vegetable (s)  represented,  sug¬ 
gested,  or  Implied,  in  the  manner  set 
forth  in  §  102.5(c).  If  a  nonspecific  fruit 
or  vegetable  juice  content  is  represented, 
suggested,  or  implied,  the  blank  shall  be 
filled  in  with  the  word  “fruit”  or  “vege¬ 
table”  as  applicable. 

§  102.32  Diluted  orange  juice  beverages. 

(a)  The  common  or  usual  name  of  a 
noncarbonated  beverage  containing  less 
than  100  percent  and  more  than  0  per¬ 
cent  orange  juice  shall  be  as  follows: 

(DA  descriptive  name  for  the  product 
meeting  the  requirements  of  §  102.5(a) 
(e.g.,  diluted  orange  juice  beverage  or 
another  descriptive  phrase)  and 

(2)  A  statement  of  the  percent  of 
orange  juice  contained  in  the  product  in 
the  manner  set  forth  in  S  102.5(b)  (2). 
The  percent  of  orange  juice  shall  be  de¬ 
clared  in  5-percent  increments,  expressed 
as  a  multiple  of  five  not  greater  than  the 
actual  percentage  of  orange  juice  in  the 
product,  except  that  the  percent  of 
orange  juice  in  products  containing  more 
than  0  percent  but  less  than  5 -percent 
orange  juice  shall  be  declared  in  the 
statement  as  “less  than  5”  percent. 

(b)  The  percent  of  orange  juice  in  the 
product  shall  be  determined  on  the  basis 
of  the  orange  juice  having  an  equivalent 
single  strength  of  11.8  percent  orange 
juice  soluble  solids. 

§  102.37  Mixtures  of  edible  fat  or  oil 
and  olive  oil. 

The  common  or  usual  name  of  a  mix¬ 
ture  of  edible  fats  and  oils  cemtaining 
less  than  100  percent  and  more  than  0 
percent  olive  oil  shall  be  as  follows: 

(a)  A  descriptive  name  for  the  product 
meeting  the  requirements  of  2  102.5(a). 
e.g.,  “cottonseed  oil  and  olive  oil”  or 
another  descriptive  phrase,  and 

(b)  When  the  label  bears  any  repre¬ 
sentation.  other  than  in  the  Ingredient 
listing,  of  the  presence  of  olive  oil  in  the 


mixture,  the  descriptive  name  shall  be 
followed  by  a  statement  of  the  percent¬ 
age  of  olive  on  contained  in  the  prod¬ 
uct  in  the  manner  set  forth  in  §  102.5(b) 
(2). 

§  102.39  Onion  rings  made  from  dived 
onion. 

(a)  The  c(Hnmon  or  usual  name  of  the 
food  product  that  resembles  and  is  of  the 
same  compositiem  as  onicxi  rings,  except 
that  it  is  composed  of  ccxnminuted 
onions,  shall  be  as  follows: 

(1)  When  the  product  is  composed  of 
dehydrated  onions,  the  name  shall  be 
“onion  rings  made  from  dried  diced 
onions.” 

(2)  When  the  product  is  composed  of 
any  form  of  onion  other  than  dehy¬ 
drated,  the  name  shall  be  “onion  rings 
made  from  diced  oniems.” 

(b)  The  wMds  “made  from  dried  diced 
onions”  or  “made  from  diced  onions” 
shall  immediately  follow  or  appear  on  a 
line(s)  immediately  below  the  words 
“onl(m  rings”  in  easily  legible  boldface 
print  or  type  in  distinct  contrast  to  other 
printed  or  graphic  matter,  and  in  a 
height  not  less  than  the  larger  of  the 
following  alternatives: 

(1)  Not  less  than  one-sixteenth  inch 
in  height  on  packages  having  a  prin¬ 
cipal  display  panel  with  an  area  of  5 
square  inches  or  less  and  not  less  than 
one-eighth  inch  in  height  if  the  area  of 
the  principal  display  panel  is  greater 
than  5  square  inches;  or 

(2)  Not  less  than  one-half  the  height 
of  the  largest  type  used  in  the  words 
“onion  rings.” 

§  102.41  Potato  chips  made  from  dried 
potatoes. 

(a)  The  common  or  usual  name  of  the 
food  product  that  resembles  and  is  of 
the  same  composition  as  potato  chips, 
except  that  it  is  composed  of  dehydrated 
potatoes  (buds,  flakes,  granules,  or  other 
form) .  Shan  be  “potato  chips  made  from 
dried  potatoes.” 

(b)  The  words  “made  from  dried 
potatoes”  shaU  immediately  follow  or 
appear  on  a  line(s)  immediately  below 
the  words  “potato  chips”  in  easily  legible 
boldface  print  or  tsrpe  in  distinct  con¬ 
trast  to  other  printed  or  graphic  matter, 
and  in  a  height  not  less  than  the  larger 
of  the  foUowlng  alternatives: 

(1)  Not  less  than  one-sixteenth  inch 
in  height  on  packages  having  a  principal 
display  panel  with  an  area  of  5  square 
inches  or  less  and  not  less  than  one- 
eighth  inch  in  height  if  the  area  of  the 
principal  display  panel  is  greater  than  5 
square  inches;  or 

(2)  Not  less  than  one-half  the  height 
of  the  largest  type  used  in  the  words 
“potato  chips.” 

§  102.43  Fish  ntick.s  or  portion>  made 
from  minced  fish. 

(a)  The  common  or  usual  name  of  the 
food  product  that  resembles  and  is  of 
the  same  composition  as  fish  sticks  or 
fish  portions,  except  that  it  is  composed 
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of  comminuted  fish  flesh,  shall  be  “flsh 

_ made  from  minced  flsh.” 

the  blank  to  be  filled  in  with  the  word 
“sticks”  or  “portions”  as  the  case  may  be. 

(b)  The  words  “made  from  minced 
flsh”  shall  immediately  follow  or  ai^iear 
on  a  line(s)  immediately  below  the  words 
"flsh _ ”  in  easily  legible  bold¬ 

face  print  or  type  in  distinct  contrast  to 
other  printed  or  graiMc  matter,  and  in 
a  height  not  less  than  the  larger  (rf  the 
following  alternatives: 

(1)  Not  less  than  one-sixteenth  inch 
in  height  on  packages  having  a  principal 
display  panel  with  an  area  of  5  square 
inches  or  less  and  not  less  than  one- 
eighth  inch  in  height  if  the  area  of  the 
principal  display  panel  is  greater  than 
5  square  inches;  or 

(2)  Not  less  than  one-half  the  height 

of  the  largest  type  used  in  the  words 
“flsh . . ” 

§  102.47  Bonito. 

“Bonito”  or  “bonito  flsh”  is  the  com¬ 
mon  or  usual  name  of  the  food  flsh 
Sardi  chilensis  and  Sardi  velox. 

§  102.49  Fried  clam*  made  from  minred 
eluniK. 

(a)  The  common  or  usual  name  of  the 
food  product  that  resembles  and  is  of  the 
same  composition  as  fried  clams,  except 
that  it  is  composed  of  conuninut^ 
clams,  shall  be  “fried  clams  made  from 
minced  clams.” 

(b)  The  words  "made  from  minced 
clams”  shall  immediately  follow  or  ap¬ 
pear  on  a  line(s)  immediately  below  the 
words  “fried  clams”  and  in  easily  legible 
boldface  print  or  ty[>e  in  distinct  con¬ 
trast  to  other  printed  or  graphic  matter, 
and  in  a  height  not  less  than  the  larger 
of  the  following  alternatives: 

(1)  Not  less  than  one-sixteenth  inch 
in  height  on  packages  having  a  principal 
display  panel  with  an  area  of  5  sqiiare 
inches  or  less  and  not  less  than  one- 
eighth  inch  in  height  if  the  area  of  the 
principal  display  panel  is  greater  than 
5  square  inches;  or 

(2)  Not  less  than  one-half  the  height 
of  the  largest  type  used  in  the  words 
“fried  clams.” 

§  102.50  Crabmeat. 

The  common  or  usual  name  of  crab- 
meat  derived  from  each  of  the  follow¬ 
ing  designated  species  of  crabs  shall  be 
as  follows: 

Scientific  name  Common  or  usual 

of  crab  name  of  crabmeat 

Paralithodes  camtschat-  King  crabmeat. 
ica  and  Paralitfiodes 
platypus. 

Paralithodes  brevipes...  King  crabmeat 
or  Hanasaki 
crabmeat. 

Erimacrus  isenbeckii _  Koreiui  variety 

crabmeat  or 
Kegani  crab¬ 
meat. 

Chionoecetes  oplio,  Chi-  Snow  crabmeat. 
onoecetes  tanneri,  Chi¬ 
onoecetes  bairdii,  and 
Chionoecetes  anpu- 
latus. 

§  102.54  Seafood  cocktails. 

The  cmnmon  or  usual  name  of  a  sea¬ 
food  cocktail  in  package  form  fabricated 


with  one  or  mwe  seafood  ingredients 
shall  be: 

(a)  When  the  cocktail  ctmtains  only 
one  seafood  ingredient,  the  name  of  the 
seafood  ingredient  followed  by  the  word 
“cocktail”  (e.g.,  shrimp  cocktail,  crab¬ 
meat  cocktail)  and  a  statemmt  of  the 
percentage  by  weight  of  that  seafood  in¬ 
gredient  in  the  product  in  the  manner 
set  forth  in  §  102.5(b) . 

(b)  When  the  cocktail  contains  more 
than  one  seafood  ingredient,  the  term 
“seafood  cocktail”  and  a  statement  of 
the  percentage  by  weight  of  each  sea¬ 
food  ingredient  in  the  product  in  the 
manner  set  forth  in  S  102.5(b). 

Note:  Section  102.54  (formerly  {  102.5) 
was  stayed  In  Its  entirety  at  40  FR  26267, 
June  23.  1975. 

§  102.55  Nonslandardizcd  breaded  com¬ 
posite  slirimp  units. 

(a)  The  common  on  usual  name  of  the 
food  product  that  confenms  to  the  defl- 
nltion  and  standard  of  identity  described 
by  S  161.175(c)  (6)  of  this  chapter,  ex¬ 
cept  that  the  food  is  made  from  com¬ 
minuted  shrimp  and  is  not  in  raw  frozen 

form,  shall  be  “ _ made  from 

minced  shrimp,”  the  blank  to  be  flUed 
in  with  the  words  “breaded  shrimp 
sticks”  or  “breaded  shrimp  cutlets”  de¬ 
pending  upon  the  shape  of  the  product, 
or  if  prepared  in  a  shape  other  than  that 
of  sticks  or  cutlets  “breaded  shrimp 

_ made  from  minced  shrimp,” 

the  blank  to  be  filled  by  a  word  or  phrase 
that  accurately  describes  the  shape  and 
that  is  not  misleading. 

(b)  The  words  “made  from  minced 
shrimp”  shall  immediately  follow  or  ap¬ 
pear  on  a  line(s)  immediately  below  the 
other  words  required  by  this  section  in 
easily  legible  boldface  iH'int  or  type  in 
distinct  contrast  to  other  printed  or 
graphic  matter,  and  in  a  height  not  less 
than  the  larger  of  the  following  alter¬ 
natives: 

(1)  Not  less  than  one-sixteenth  inch 
in  height  on  packages  having  a  principal 
display  panel  with  ah  area  of  5  square 
inches  or  less  and  no  less  than  one-eighth 
inch  in  height  if  the  area  of  the  prin¬ 
cipal  display  panel  is  greater  than  5 
square  inches;  or 

(2)  Not  less  than  one-half  the  height 
of  the  largest  type  used  in  the  words 
“breaded  shrimp  sticks”  or  the  other 
c(»nparable  words  required  by  this 
section. 

§  102.57  Greenland  turbul  (Reinhard- 
tius  hippofdossoides), 

“Greenland  turbot”  is  the  common  or 
usual  name  of  the  food  flsh  Reinhardtius 
hippoglossoides,  a  species  of  Pleuronec- 
tidae  right-eye  flounders.  The  term 
“halibut”  may  be  associated  only  with 
Atlantic  halibut  (Hippoglossus  hippo- 
glossus)  or  Pacific  halibut  (Hippoglossus 
stenolepis) . 

PART  103 — QUALITY  STANDARDS  FOR 
FOODS  WITH  NO  IDENTITY  STANDARDS 
Subpart  A — Ganaral  Provisions 

Sec. 

103.3  Definitions. 

103.5  General  principles. 


Subpart  B — Standards  of  Quality 

Sec. 

103.23  Frozen  ready-to-eat  banana,  coco¬ 
nut,  chocolate,  or  lemon  cream- 
type  pies. 

103.29  Food  grade  gelatin. 

103.35  Bottled  water. 

AuTHoarrT:  Secs.  401.  403,  701,  52  Stat. 
1046-1048  as  amended.  1055-1056  as  amended 
by  70  Stat.  919  and  72  Stat.  948  (  21  UB.C. 
341, 343,  371)  unless  othersrlse  noted. 

Subpart  A — General  Provisions 
§  103.3  Definitions. 

(a)  A  “lot”  is: 

(1)  For  purposes  of  determining  qual¬ 
ity  factors  related  to  manufacture,  proc¬ 
essing.  or  packing,  a  collection  of  pri¬ 
mary  containers  or  units  of  the  same 
size,  type,  and  style  produced  under  c(m- 
dltions  as  nearly  uniform  as  possible  and 
usually  designated  by  a  common  c(m- 
tainer  code  or  marking,  or  in  the  absence 
of  any  common  container  code  or  mark¬ 
ing,  a  day’s  production. 

(2)  For  purposes  of  determining  qual¬ 
ity  factors  related  to  distribution  and 
storage,  a  collecticm  of  primary  contain¬ 
ers  or  units  transported,  stcH*^,  or  held 
imder  conditions  as  nearly  uniform  as 
possible. 

(b)  A  “sample”  consists  of  10  subsam¬ 
ples  (consumer  imits),  taken  one  from 
each  of  10  different  randomly  chosen 
shipping  cases  to  be  representative  of  a 
given  lot,  unless  otherwise  specified  in  a 
specific  quality  standard  in  this  part. 

(c)  An  “analytical  unit”  is  the  por- 
tion(s)  of  food  taken  from  a  subsample 
of  a  sample  for  the  purpose  of  analysis. 

§  103.5  Crneral  principle*. 

(a)  The  quality  of  a  food  depends  upon 
numerous  characteristics  including  but 
not  limited  to  the  levels  of  microorga¬ 
nisms  and  such  physical  factors  as  tur¬ 
bidity,  color,  flavor,  and  odor.  Such  char¬ 
acteristics  are  indicative  of  the  quality 
of  the  raw  materials  and  ingredients,  the 
degree  of  quality  control  used  in  manu¬ 
facture.  processing,  and  packing,  and  the 
conditions  of  distribution  and  storage. 
The  diversity  of  raw  materials,  food 
processing,  and  distribution  practices,  as 
well  as  the  variation  in  quality  factors 
important  to  consumers,  requires  that 
individual  standards  of  quality  be  estab¬ 
lished  for  different  types  food. 

(b) (1)  The  label  of  a  food  that  fails 
to  meet  the  requirements  of  an  applica¬ 
ble  standard  of  quality  promulgated 
pursuant  to  this  part  shall  b^r  the  gen¬ 
eral  statement  of  substandard  quality 
specified  in  S  130.14(a)  of  this  chapter 
in  the  manner  and  form  therein  speci¬ 
fied;  but  in  lieu  of  such  general  state¬ 
ment  of  substandard  quality,  the  label 
may  bear  the  alternative  statement. 

“Below  Standard  in  Qusdity — _ ", 

the  blank  to  be  filled  in  with  whichever 
of  the  following  are  applicable: 

(1)  “Contains  Excessive  Bacteria". 

(ii>  “Excessively  Turbid”. 

(iii)  “Abnormal  Color”. 

(iv)  The  phrase  specified  in  the  appli¬ 
cable  standard  of  quality  to  describe  any 
other  quality  deviation. 

(2)  The  statement  of  substandard 
quality  shall  appear  on  the  principal  dis¬ 
play  panel  or  panels  and  shall  immedi- 
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ately  and  conspicuously  precede  or  fol¬ 
low,  without  intervening  written,  printed 
or  graphic  matter,  the  name  of  the  food. 

(c)  Product  descriptions  included  in 
a  standard  of  quality  promulgated  pur¬ 
suant  to  this  part  are  intended  only  to 
designate  the  class  of  foods  to  which  the 
standards  apply,  and  are  not  standards 
of  identity  for  the  products  involved. 
Should  a  standard  of  identity  later  be 
established  for  any  of  these  foods,  the 
standard  of  quality  will  be  recodified  to 
appear  in  the  same  part  of  the  regu¬ 
lations. 

(d)  The  food  characteristics  included 
in  a  standard  of  quality  published  in 
this  part  relate  only  to  the  quality  of 
the  food  and  not  to  compliance  with 
any  of  the  adulteration  provision  of  sec¬ 
tion  402  of  the  act.  Compliance  with  a 
standard  of  quality  promulgated  pur¬ 
suant  to  this  part  does  not  excuse  fail¬ 
ure  to  observe  either  the  requirement  of 
section  402(a)  (4)  of  the  act  that  food 
may  not  be  prepared,  packed,  or  held 
under  insanitary  conditions,  or  the  pro¬ 
visions  of  Part  110  of  this  chapter  re¬ 
quiring  that  food  manufactiirers  must 
observe  current  food  manufacturing 
practices.  For  example,  evidence  ob¬ 
tained  through  factory  Inspection  indi¬ 
cating  such  a  violation  renders  the  food 
unlawful,  even  though  the  food  contains 
levels  of  microorganisms  lower  than 
those  prescribed  by  an  applicable 
standard. 

(e)  The  Commissioner  of  Food  and 
Drugs,  either  on  his  own  initiative  or  on 
behalf  of  any  interested  person  who  has 
submitted  a  petition,  may  establish 
amend,  or  repeal,  under  Subpart  B  of 
this  part,  a  regulation  prescribing  a 
standard  of  quality  for  a  food  pursuant 
to  Part  2  of  this  chapter. 

Subpart  B — Standards  of  Quality 

§  103.23  Frozen  ready-to^at  banana, 
coconut,  chocolate,  or  lemon  cream* 
type  pies. 

(a)  For  the  purposes  of  this  section  a 
frozen  ready-to-eat  banana,  coconut, 
chocolate,  or  lemon  cream-type  pie  is  a 
frozen  ready-to-eat  pie  that  is  lateled  as 
and/or  has  the  physical  and  composi¬ 
tional  characteristics  of  a  cream-t3^ 
pie,  including  but  not  limited  to  semi- 
solid  filling  and/or  t(K>Ping,  and  contains 
flavoring  and/or  fruit  Ingredients  cor¬ 
responding  to  the  banana,  coconut,  choc¬ 
olate,  or  lemon  flavor  representation 
made  for  such  pie.  It  is  made  with  or 
without  a  crust. 

(b)  A  sample  of  a  frozen  ready-to-eat 
banana,  coconut,  chocolate,  or  lemon 
cream-t3rpe  pie,  as  defined  in  §  103.3(b) 
when  examined  by  the  methods  de¬ 
scribed  in  sections  41.015  and  41.016  of 
the  “OfBcial  Methods  oi  Analysis  of  the 
Association  of  Official  Analytical  Chem¬ 
ists”  11th  Ed.  (1970),*  shall  meet  stand¬ 
ards  of  microbiological  quality  as  follows: 

(1)  Aerobic  plate  count  (geometric 
mean)  :^50.000  per  gram. 


■Copies  may  be  obtained  from:  Association 
of  Official  Analjrtlcal  Cbemlsts,  P.O.  Box  540, 
Benjamin  Franklin  Station,  Washington,  D.C. 
90044. 


(2)  C<dlform  count  (geometric  mean) 
^50  per  gram,  MPN. 

(c)  If  the  microbiological  quality  of 
the  cream-type  pies  described  in  para¬ 
graph  (a)  of  this  section  falls  below  the 
standard  prescribed  by  paragraph  (b)  of 
this  section,  the  label  shall  bear  the 
statement  of  substandard  quality  speci¬ 
fied  in  §  103.5(b)  (l)(i). 

§  103.29  Food  grude  gelatin. 

(a)  For  the  purposes  of  this  section 
food  grade  gelatin  is  the  high  quality 
edible  ground  product  that  is  labeled  as 
and/or  has  the  physical  and  composi¬ 
tional  characteristics  of  gelatin.  It  is 
extracted  from  animal  bones  and  tissues 
in  accordance  with  current  good  manu¬ 
facturing  practices.  In  hot  solution  it 
does  not  have  a  foreign  odor,  is  clear  and 
of  light  color. 

(b)  A  sample  of  food  grade  gelatin,  as 
defined  in  §  103.3(b),  when  examined  in 
accordance  with  the  methods  described 
in  sections  41.015  and  41.016  of  the  “Offi¬ 
cial  Methods  of  Analysis  of  the  Associa¬ 
tion  of  Official  Analytical  Chemists,'’ 
11th  Ed.  (1970)  ,*  shall  meet  standards  of 
microbiological  quality  as  follows: 

(1)  Aerobic  plate  count  (geometric 
mean)  <3,000  per  gram. 

(2)  Conform  count  (geometric  mean) 
<10  per  gram,  MPN.  In  the  preparation 
for  examination  of  an  analytical  unit,  as 
defined  in  §  103.3(c),  10  grams  are 
weighed  out  aseptically  into  a  90  milli¬ 
liter  sterile  water  blank  containing  glass 
beads  held  at  45°  C,  with  intermittent 
shaking  for  not  more  than  15  minutes. 

(c)  If  the  microbiological  quality  of 
gelatin  falls  below  the  standard  as  pre¬ 
scribed  by  paragraph  (b)  of  this  sec¬ 
tion,  the  label  shall  bear  the  statement 
of  substandard  quality  specified  in  §  103.5 
(b)(1)  (1). 

§  103.35  Buttled  water. 

(a)  Definition.  “Bottled  water”  is  de¬ 
fined  as  water  that  is  sealed  in  bottles 
or  other  containers  and  intended  for 
human  consumption.  Bottled  water  does 
not  include  mineral  water  or  any  food 
defined  in  §  165.175  of  this  chapter. 

(b)  Microbiological  quality.  Bottled 
water  shall,  when  a  sample  consisting  of 
analytical  imits  of  equal  volume  is  ex¬ 
amined  by  the  methods  described  in  Part 
400  of  “Standard  Methods  for  the  Ex¬ 
amination  of  Water  and  Wastewater,” 
13th  Ed.,  1971,  American  Public  Health 
Association,*  meet  standards  of  micro¬ 
biological  quality  as  follows: 

(1)  Multiple-tube  fermentation  meth¬ 
od.  Not  more  than  one  of  the  analyt¬ 
ical  units  in  the  sample  shall  have  a 
most  probable  number  (MPN)  of  2.2  or 
more  collform  organisms  per  100  milli¬ 
liters  and  no  analytical  unit  shall  have  a 
MPN  of  9.2  or  more  collform  organisms 
per  100  milliliters,  or: 

(2)  Membrane  filter  method.  Not  more 
than  one  of  the  analytical  units  in  the 
sample  shall  have  4.0  or  more  coliform 


■“Standard  Methods  for  the  Bxamlnation 
of  Water  and  Wastewater,”  18th  Bd.  1971,  can 
be  obtained  from  the  American  Public 
Health  Association,  1016  18th  Street  NW., 
Washington,  DC  20036, 


organisms  per  100  milliliters  and  the 
arithmetic  mean  of  the  coliform  density 
of  the  sample  shall  not  exceed  one  coll¬ 
form  organism  per  100  milliUters. 

(c)  Physical  quality.  Bottled  water 
shall,  when  a  composite  of  analsdlcal 
imits  of  equal  volume  from  a  sample  is 
examined  by  the  method  describe  in 
Part  100  of  the  13th  Ed.,  1971,  of  “Stand¬ 
ard  Methods  for  the  Examination  of  Wa¬ 
ter  and  Wastewater,”  American  PubUc 
Health  Association,*  meet  standards  of 
physical  quality  as  follows: 

(1)  The  tuihidity  shall  not  exceed  5 
units. 

(2)  The  color  shall  not  exceed  15  imits. 

(3)  The  odor  shall  not  exceed  thresh¬ 
old  odor  No.  3. 

(d)  (1)  Chemical  quality.  Bottled  water 
shall,  when  a  composite  of  analytical 
units  of  equal  volume  from  a  sample  is 
examined  by  the  methods  described  in 
Part  100  of  the  13th  Ed.,  1971,  of  "Stand¬ 
ard  Methods  of  Examination  of  Water 
and  Wastewater,”  American  Public 
Health  Association*,  meet  standards  of 
chemical  quality  and  shall  not  contain 
chemical  substances  in  excess  of  the  fol¬ 
lowing  concentrations: 

Concentration 
in  milligrams 


Substance:  per  liter 

Arsenic  _  0.06 

Barium  _  1.0 

Cadmium  _  0.01 

Chloride  . 960.0 

Chromium  (Hexavalent) _  0.06 

Copper  _  1.0 

Cyanide  _  0.2 

Iron  _  0.3 

Lead _  0.06 

Manganese _  0.06 

Nitrate  _ _ 46.0 

Phenols . 0.001 

Selenium _  0.01 

Silver _  0.06 

Sulfate  _ _ —  260.0 

Total  Dissolved  Solids _  600.0 

Zinc  _  6.0 


(2)  (i)  Bottled  water  packaged  in  the 
United  States  to  which  no  fluoride  is 
added  shall  not  contain  fluoride  in  ex¬ 
cess  of  the  levels  in  Table  1  and  these 
levels  shall  be  based  on  the  annual  aver¬ 
age  of  maximum  daily  air  temperatures 
at  the  location  where  the  bottled  water 
is  sold  at  retail. 

Table  1 

Fluoride 

Annual  average  of  concentration 

mATtmiiTn  dally  (a  milligrams 

air  temperatures:  per  liter 

60.0-68.7  . . - . 2.4 

63.8-68.3  . 2.2 

68.4-83.8  . 2.0 

639-70.6 .  1.8 

70.7-79.2  . 16 

79.3-908 . 1.4 

(ii)  Imported  bottled  water  to  which 
no  fluoride  is  added  shall  not  contam 
fluoride  in  excess  of  1.4  milligrams  per 
liter. 

(iii)  Bottled  water  packaged  in  the 
United  States  to  which  fluoride  is  added 
shall  not  contain  fluoride  in  excess  of 
levels  in  Table  2  and  these  levels  shall 
be  based  on  the  annual  average  oi  maxi- 
mum  daily  air  temperatures  at  the  loca- 
tl<Hi  where  the  bottled  water  is  sold  at 
retail. 
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Tabu:  2 

Fluoride 

Aiuiual  average  of  concentration 

maximum  dally  in  milligrams 

air  temperatures:  per  liter 

50.0-63.7  . . - . 1  7 

53.8- 58.3  . . .  1  5 

58.4-63.8  _ 13 

63.9- 70.6  . 12 

70.7-79.2  _ I.O 

79.3-90.5  .  0.8 

<iv)  Imported  bottled  water  to  which 
fluoride  is  added  shall  not  contain  fluo¬ 
ride  in  excess  of  0.8  milligram  per  liter. 

(e)  Radiological  quality.  Bottled  water 
shall,  when  a  composite  of  analytical 
units  of  equal  volume  from«a  sample  is 
examined  by  the  methods  described  in 
Part  300  of  the  13th  Ed..  1971,  of  “Stand¬ 
ard  Methods  for  the  Examination  of 
Water  and  Wastewater”  American  Pub¬ 
lic  Health  Association,*  meet  standards 
of  radiological  quality  as  follows: 

(1)  The  bottled  water  shall  not  con¬ 
tain  radioactivity  in  excess  of  the  follow¬ 
ing  concentrations: 

Concentration 
in  microcuries 

Substance:  per  liter 

Radlum-226  _ * _  3 

Strontlum-90 _  10 

(2>  When  it  is  known  that  the  stron¬ 
tium-90  smd  alpha  emitters  are  absent, 
the  composite  ^all  not  contain  a  gross 
beta  concentration  in  excess  of  1,000 
micromicrocuries  per  liter. 

(f)  Label  statements.  Bottled  water, 
the  quality  of  which  is  below  that  pre¬ 
scribed  by  this  section,  shall  be  labeled 
with  a  statement  of  substandard  quality 
as  follows: 

(1)  When  the  microbiological  quality 
of  bottled  water  is  below  that  prescribed 
by  paragraph  (b)  of  this  section,  the 
label  shall  bear  the  statement  of  sub¬ 
standard  quality  specified  in  §  103.5(b>. 

(2)  When  the  physical,  chemical, 
and/or  radiological  quality  of  bottled 
Water  is  below  that  prescribed  by  para¬ 
graphs  (c)  through  (e)  respectively  of 
this  section,  the  label  shall  bear  the 
statement  of  substandard  quality  speci¬ 
fied  in  §  103.5(b)  except  that,  as  appro¬ 
priate,  instead  of  or  in  addition  to  the 
words  “Contains  Excessive  Bacteria”  the 
following  statement (s)  shall  be  used: 

(i)  “Excessively  Turbid”,  “Abnormal 
Color”,  and/or  “Abnormal  Odor”  if  the 
bottled  water  fails  to  meet  the  require¬ 
ments  of  paragraph  (c)  (1).  (2),  and/or 

(3),  respectively,  of  this  section. 

(li)  “Contains  Execessive  Chemical 
Substances”,  if  the  bottled  water  fails  to 
meet  any  of  the  requirements  of  para¬ 
graph  (d)  of  this  section.  The  specific 
chemical(s)  may  be  declared  in  lieu  of 
the  words  “(Chemical  Substances”  in  the 
statement  “Contains  Excessive  Chemical 
Substances”.  When  a  specific  chemical 
is  declared,  that  name  by  which  the 
chemical(s)  is  designated  in  paragraph 
(d)  of  this  section  shall  be  used.  Ex¬ 
ample:  “Contains  Excessive  Copper”. 

(iii)  “Excessively  Radioactive”  if  the 
bottled  water  fails  to  meet  the  require¬ 
ments  of  paragraph  (e)  of  this  section. 

« “Standard  Methods  for  the  Examination 
of  Water  and  Wastewater."  13th  Ed.  1971.  can 
be  obtained  from  the  American  Public 
Health  Association,  lOlS  18th  Street  NW.. 
Washington.  DC  20036. 


(g)  Adulteration.  Bottled  water  con¬ 
taining  a  substance  at  a  level  considered 
injurious  to  health  under  section  402 
( a>(  1 )  of  the  act  is  deemed  to  be  adulter¬ 
ated,  regardless  of  whether  or  not  the 
bottled  wa^er  bears  a  label  statement  of 
substandard  quality  prescribed  by  para¬ 
graph  <f»  of  this  section. 


PART  104 — NUTRITIONAL  QUALITY 
GUIDELINES  FOR  FOODS 

Subpart  A — Qanaral  Provisions 

Sec. 

104.5  General  principles. 

104.19  Petitions. 

Subpart  B — [Reserved] 

Cubpa.-t  C — Specinc  Nutritional  Quality 
Guidelines 

104.47  Frozen  “heat  and  serve"  dinner. 

AUTHoarrY;  Secs.  201,  403,  701(a).  52  Stat. 
1040-1042  as  amended.  1047-1048  as  amended. 
1055  (21  u  s  e.  321,  343.  371  ^a) )  unUs-s  other¬ 
wise  noted. 

Subpart  A — General  Provisions 

§  104.5  (>rnerai  principles. 

(a)  A  nutritional  quality  guideline  pre¬ 
scribes  the  minimum  level  or  range  of 
nutrient  composition  (nutritional  qual¬ 
ity)  appropriate  for  a  given  class  of  food. 

(b)  Labeling  for  a  product  which  com¬ 
plies  with  all  of  the  requirements  of  the 
nutritional  quality  guideline  established 
for  its  class  of  food  may  state  “This 
product  provides  nutrients  in  amounts 
appropriate  for  this  class  of  food  a.s 
determined  by  the  U.S.  Government,” 
except  that  the  words  “this  product”  are 
optional.  This  statement,  if  used,  shall  be 
printed  on  the  principal  display  panel, 
and  may  also  be  print^  on  the  informa¬ 
tion  panel,  in  letters  not  larger  than 
twice  the  size  of  the  minimum  type  re¬ 
quired  for  the  declaration  of  net  quan¬ 
tity  of  contents  by  §  101.105  of  this  chap¬ 
ter.  Labeling  of  noncomplying  products 
may  not  include  any  such  statement  or 
otherwise  represent,  suggest,  or  imply  the 
product  as  being,  in  whole  or  in  part,  in 
compliance  with  a  guideline. 

(c)  A  product  bearing  the  statement 
provided  for  in  paragraph  (b)  of  this 
section,  in  addition  to  meeting  the  re¬ 
quirements  of  the  applicable  nutritional 
quality  guideline,  shall  comply  with  the 
following  requirements: 

( 1 )  The  label  of  the  product  shall  bear 
the  common  or  usual  name  of  the  food 
in  accordance  with  the  provisions  of  the 
guideline  and  §S  101.3  and  102.5(a)  of 
this  chapter. 

(2)  The  label  of  the  product  shall  bear 
nutrition  labeling  in  accordance  with 
§§  101.2  and  101.9  of  this  chapter  and  all 
other  labeling  required  by  applicable  sec¬ 
tions  of  Part  101  of  this  chapter. 

(d)  No  claim  or  statement  may  be 
made  on  the  label  or  in  labeling  rep¬ 
resenting.  suggesting,  or  implying  any 
nutritional  or  other  differences  between 
a  product  to  which  nutrient  additi<m  has 
or  has  not  been  made  in  order  to  meet 
the  guideline,  except  that  a  nutrient  ad¬ 
dition  shall  be  declared  in  the  ingredi¬ 
ent  statement 

(e)  Compliance  with  a  nutrient  level 
specified  in  a  nutritkmal  quality  gttkle- 
line  shall  be  determined  by  the  proce¬ 


dures  and  requirements  established  in 
$  101.9(e>  of  this  chapter. 

If)  A  product  within  a  class  of  food 
for  w’hich  a  nutritional  quality  guide¬ 
line  has  been  established  and  to  which 
has  been  added  a  discrete  nutrient  either 
for  w'hich  no  minimum  nutrient  level 
or  nutrient  range  or  other  allowance  has 
been  established  as  appropriate  in  the 
nutritional  quality  guideline,  or  at  a  level 
that  exceeds  any  maximum  established 
as  appropriate  in  the  guideline,  shall  be 
ineligible  to  bear  the  guideline  statement 
provided  for  in  paragraph  lb)  of  this 
section,  and  such  a  product  shall  also  be 
deemed  to  be  misbranded  under  the  act 
unless  the  label  and  all  labeling  bear  the 
following  prominent  and  conspicuous 

statement:  “The  addition  of - to  (or 

“The  addition  of - at  the  level  con¬ 

tained  in)  this  product  has  been  deter¬ 
mined  by  the  U.S.  Government  to  be  un¬ 
necessary  and  inappropriate  and  does 
not  increase  the  dietary  value  of  the 
food.”  the  blank  to  be  filled  in  with  the 
common  or  usual  name  of  the  nutri- 
entisi  involved. 

§  104.19  PrtilionA. 

The  Commissioner  of  Food  and  Drugs, 
on  his  own  initiative,  on  the  advice  of  the 
National  Academy  of  Sciences  or  other 
experts,  or  on  behalf  of  any  interested 
pei-son  who  has  submitted  a  petition, 
may  issue  a  proposal  to  issue,  amend,  or 
revoke  a  regulation  prescribing  a  nutri¬ 
tional  quality  guideline  for  a  class  of 
foods,  pursuant  to  Part  2  of  this  chapter. 

Subpart  B — [Reserved] 

Subpart  C — Specific  Nutritional  Quality 
Guidelines 

§  101.17  F'n>/.rn  “heal  ami  serve”  din¬ 
ner. 

(a)  A  product,  for  which  a  common  or 
usual  name  is  established  in  j|  102.26  of 
this  chapter,  in  order  to  be  eligible  to 
bear  the  guideline  statement  set  forth 
at  $  104.5(b),  shall  contain  at  least  the 
following  three  components: 

(1)  One  or  more  sources  of  protein 
derived  from  meat,  poultry,  fish,  cheese, 
or  eggs. 

<2)  One  or  more  vegetables  or  vege¬ 
table  mixtures  other  than  potatoes,  rice, 
or  cereal-based  product. 

<3)  Potatoes,  rice,  or  cereal-based 
product  (other  than  bread  or  rolls)  or 
another  vegetable  or  vegetable  mixture. 

(b)  The  three  or  more  components 
named  in  paragraph  (a)  of  this  section, 
including  their  saqces.  gravies,  bread¬ 
ing.  etc.: 

(1)  Shall  contribute  not  less  than  the 
minimum  levels  of  nutrients  prescribed 
in  paragraph  (d)  of  this  section. 

(2)  Shall  be  selected  so  that  one  or 
more  of  the  listed  protein  sources  of 
paragraph  (a)(1)  of  this  section,  ex¬ 
cluding  their  sauces,  gravies,  breading, 
etc.,  shall  provide  not  less  than  70  per¬ 
cent  of  the  total  protein  supplied  by  the 
components  named  in  paragraph  (a)  of 
this  sectiem. 

(c)  If  it  is  necessary  to  add  any  nu¬ 
trient  (s)  in  order  to  meet  the  minimum 
nutrient  levels  prescribed  in  paragraph 

(d)  of  this  section,  the  additi^  of  each 
such  nutrient  may  not  result  in  a  total 
nutrient  level  exceeding  150  percent 
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of  the  minimum  level  prescribed.  Nu¬ 
trients  used  for  such  addition  shall  be 
biologically  available  in  the  final  product. 

(d)  Minimum  levels  of  nutrients  for  a 
frozen  “heat  and  serve”  dinner  are  as 
follows: 


Minimum  levels  lor  frozen  “licat 
and  serve”  dinner— 

Nutrii'iil 

For  each  100 
ijalories  (kcal) 
of  the  total 
oomponent.'i 
specified  in 
par.  (a) 

For  tl>e  total 
mniponents 
sttecified  in 
par.  la) 

Protein,  grams . 

4.60 

16.0 

Vitamin  A,  lU . 

160.00 

52a  0 

Thiamine,  mg . 

.06 

.2 

Riboflavin,  mg . 

.06 

.2 

Niacin,  mg . 

Pantotnenic  acid, 

.90 

S>  4 

-  mg . . 

.82 

Ll 

Vitamin,  Bt,  mg _ 

.15 

•  6 

Vitamin,  Bu,  meg.. 

.38 

L 1 

Iron,  mg . 

.62 

2.2 

(DA  frozen  “heat  and  serve”  dinner 
prepared  from  conventional  food  in¬ 
gredients  listed  in  paragraph  (a)  of  this 
section  will  also  contain  folic  acid,  mag¬ 
nesium,  icxline,  calcium,  and  zinc.  Mini¬ 
mum  levels  for  these  nutrients  cannot  be 
established  at  the  present  time  but  may 
be  specified  as  additional  data  are 
obtained. 

(2)  The  minimiun  levels  for  panto¬ 
thenic  acid,  vitamin  B-6,  and  vitamin 
B-12  are  tentative.  Final  levels  will  be 
established  when  sufficient  data  are 
available.  Until  final  levels  are  estab¬ 
lished,  a  product  containing  less  than 
the  tentative  levels  will  not  be  deemed 
to  be  misbranded  when  labeled  in  ac¬ 
cordance  with  8  104.5(b). 

(3)  When  technologically  practicable, 
iodized  salt  shall  be  used  or  iodine  shall 
be  present  at  a  level  equivalent  to  that 
which  would  be  present  If  Iodized  salt 
were  used  in  the  manufacture  of  the 
product. 

(4)  When  technologically  practicable, 
product  components  and  ingredients 
shall  be  selected  to  obtain  the  desirable 
calcium  to  phosphorous  ratio  of  1:1. 
Technological  addition  of  phosphates 
shall  be  minimized  and  shall  not  ex¬ 
ceed  the  amount  necessary  for  the  In¬ 
tended  effect. 

(e)  If  the  product  includes  servings 
of  food  which  are  not  prescribed  by 
paragraph  (a)  of  this  section  (e.g.,  soup, 
bread  or  rolls,  beverage,  or  dessert), 
their  contribution  shall  not  be  consid¬ 
ered  in  determining  compliance  with  4he 
nutrient  levels  established  in  paragraph 
(d)  of  this  section  but  shall  be  included 
in  any  nutrition  labeling. 

(f)  For  the  purposes  of  labeling,  an 
“average  serving”  shall  be  one  entire 
frozen  “heat  and  serve”  dinner. 


PART  105 — FOODS  FOR  SPECIAL 
DIETARY  USE 

Subpart  A — Ganeral  Prowiaiom 

Sec. 

105.3  Definitions  and  interpretations. 

Subpart  B — Label  Statements 
105.00  Restrictions,  placement,  false  or  mis¬ 
leading  representations.  ' 

106.62  Hypoallerge^  foods. 

105.66  Infant  foods. 


Sec. 

105.67  Certain  label  statements  relating  to 
certain  food  used  in  control  of 
body  weight  or  in  dietary  manage¬ 
ment  with  re^>ect  to  disease. 
105.69  Foods  used  to  regulate  sodium  in¬ 
take. 

105.77  Vitamins  and  minerals. 

105.79  Nonnutritivc  constituents. 

Subpart  C — [Reserved] 

Subpart  D — Standards  of  Identity 

105  85  Dietary  supplements  of  vitamins  and 
minerals. 

Authoritt:  Secs.  403,  701,  52  Stat.  1047- 
1048  as  amended,  1065-1056  as  amended  (21 
U.S.C.  343,  371)  unless  otherwise  noted. 

Subpart  A — General  Provisions 
§  105.3  Definiliuns  and  interpretations. 

The  definitions  and  interpretations  of 
terms  contained  in  section  201  of  the 
Federal  Food,  Drug,  and  Cosmetic  Act 
(hereafter  “the  act”)  shall  be  applicable 
with  the  following  additions: 

(a)  "Special  dietary  use"  (1)  The 
term  “special  dietary  use”  as  applied  to 
food  used  by  man  means  a  particular  use 
for  which  a  food  purports  m*  is  repre¬ 
sented  to  be  used,  including  but  not  lim¬ 
ited  to  the  following: 

(i)  Supplying  a  special  dietary  need 
that  exists  by  reason  of  a  physical,  physi¬ 
ological,  pathological,  or  other  condition. 


including  but  not  limited  to  the  condi¬ 
tion  of  disease,  convalescence,  preg¬ 
nancy,  lactation,  infancy,  allergic  hyper¬ 
sensitivity  to  food,  underweight,  over¬ 
weight,  or  the  need  to  control  the  intake 
of  sodium. 

(il)  Supplying  a  vitamin,  mineral,  or 
other  ingredient  for  use  by  man  to  sup¬ 
plement  his  diet  by  increasing  the  total 
dietary  intake.  (Rules  applicable  to  the 
composition  and  labeling  of  dietary  sup¬ 
plements  of  vitamins  and  minerals,  in¬ 
cluding  applicable  exemptions,  are  pro¬ 
vided  by  8  105.85.) 

(iii)  Supplying  a  special  dietary  need 
by  reason  <if  being  a  food  for  use  as  the 
sole  item  of  the  diet. 

(2)  The  use  of  an  artificial  sweetener 
in  a  food,  except  when  specifically  and 
solely  used  for  achieving  a  physical  char¬ 
acteristic  in  the  food  which  cannot  be 
achieved  with  sugar  or  other  nutritive 
sweetener,  shall  be  considered  a  use  for 
regulation  of  the  intake  of  calories  and 
available  carbohydrate,  or  for  use  in  the 
diets  of  diabetics  and  is  therefore  a  spe¬ 
cial  dietary  use. 

(b)  V.S.  Recommended  Daily  Allow¬ 
ances  iU.S.  RDA’a).  (1)  The  term  “U.S. 
Recommended  Daily  Allowance  (U.S. 
RDA)  ”  means  the  following  daily 
amounts  of  the  following  vitamins  and 
minerals: 


Children 

V  ttamins  and  minerals  *  Unit  of  measurement  Infants  under  4  years 

of  ago 


Adults  and 
eJiildren  4  or 
more  years 
of  age 


ihrngnant  or 
laetating 
women 


Vitamin  A....- _ 

1,600 

2,600 

6,000 

8.000 

Vitamin  D.„ _ 

400 

400 

400 

400 

Vitamin  E . . . . 

6 

10 

30 

30 

Vitamin  C.... _ 

Folic  acid.. . . 

.....  _  . . 

.  >5 
.1 

40 

.2 

60 

.4 

60 

.8 

Thiamine..-. _ _ 

. do. . 

.6 

.7 

1.6 

1.7 

Riboflavin _ 

. do  . 

.6 

.8 

1.7 

2.0 

Niacin . . . 

8  . 

9 

20 

20 

VrtaDiin  B»... . . 

.4 

.7 

2.0 

2.5 

Vitamin  Bo _ 

_ Micrograms _ _ 

2 

3 

6 

8 

Biotin . 

.06 

.16 

.30 

30 

Pantothenic  add _ 

3 

6 

10 

10 

Calcium . . 

. . Orams . . . 

.6 

.8 

1.0 

I.-3 

Phosphorus . 

.6 

.8 

1.0 

1.8 

Iodine . . 

. Mierograms . . 

46 

TO 

160 

150 

Iron . 

. lAilllf  ranis . 

15 

10 

18 

18 

Magnesium.. . . 

. do . 

70 

200 

400 

460 

Copper . 

.6 

1.0 

2.0 

2.0 

Zinc . . 

5 

8 

16 

16 

'  Tile  following  synonyms  may  be  added  in  parentheses  innnedlately  following  the  name  of  the  vitamin 

Vitamin:  Stinonftn 

Vitamin  C. - - Asodrblc  ai’i<l. 

Folic  acid _ Fdaciii. 

Riboflavin . Vitamin  Bj. 

Thiai^ne . Vitamin  Hi. 


(2)  The  U.S.  Recommended  Daily  Al¬ 
lowances  (U.S.  RDA’s)  have  been  derived 
by  the  Food  and  Drug  Administration 
from  the  “Recommended  Dietary  Allow¬ 
ances,”  published  by  the  Food  and  Nutri¬ 
tion  Board,  National  Academy  of  Sci¬ 
ences/National  Research  Council,  and 


knowledge  (m  human  nutrient  require¬ 
ments  becomes  available. 

(3)  For  determining  the  percentage 
of  the  U.S.  RDA  present  in  a  quantity  of 
food,  as  requir^  by  8  105.77(a),  the 
quantitative  (xmtent  of  the  following  vi¬ 
tamins  shall  be  calculated  in  terms  of 
the  following  chemically  identifiable  ref- 


are-'-eubJect  to 

amendment  as  more  erence  forms: 

Reference  Form 

Vitamiu 

Name 

Empirical  formnia 

Moleeiilai 

wdght 

Vitamin  C . 

m  I'i 

Kobe  add . 

441.41 

CifHifCiNXiR-nri 

387.28 
376.37 
mil 
Mai8 
1,336.41) 
244.81 
216  23 

Riboflavin . ’..... 

Ntadn . 

C«IliNOt 

.  .  CallnNC>i 

ViUmln  Biu . .  . 

Cyanoeobalamiii _ _ _ _ 

.  ..  CwHwCoNmOiiP 

BJoOn . 

Pmntotbenle  add . 

D-Biotin _ _ _ 

- CNHMNiOtS 

r.tn,rNO| 
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(c)  In  addition  to  the  nutrients 
listed  in  paragraph  (b)  this  section, 
other  vitamins  and  minerals  recognized 
as  essential  or  probably  essential  in  hu¬ 
man  nutrition  in  their  biologically  active 
forms  but  for  which  no  U.S.  RDA’s  have 
been  established  are:  vitamin  K,  choline, 
and  the  minerals  chlorine,  chromium, 
fluorine,  manganese.  molybdenum, 
nickel,  potassium,  selenium,  silicon, 
sodium,  tin,  and  vanadiiun. 

(d)  The  term  “artificial  sweetener" 
means  a  sweetening  substance  not  used 
in  normal  metabolism  as  a  source  of 
calories. 

(e)  The  term  “infant”  means  a  person 
not  more  than  12  months  of  age. 

(f)  The  term  “serving”  means  that 
reasonable  quantity  of  food  suited  for  or 
practicable  of  consumption  as  part  of  a 
meal  either  by  an  adult  male  engaged  in 
light  physiCEd  activity,  or  by  an  infant 
or  child  when  the  article  purports  or  is 
represented  to  be  for  infant  feeding  or 
cl^d  consumption.  A  label  statement  re¬ 
garding  a  serving,  as  used  in  this  part, 
shall  be  in  terms  of  a  convenient  unit  of 
such  food  or  a  convenient  unit  of  meas¬ 
ure  than  can  be  readily  understood  by 
purchasers  of  such  food,  e.g.,  a  serving 
may  be  expressed  in  terms  of  ^ices,  cook¬ 
ies,  or  wafers,  or  in  terms  of  ounces,  fluid 
ounces,  teasp>oonfuls,  tablespoonfuls,  or 
cupfuls.  A  teaspoonful  shall  be  consid¬ 
ered  to  mean  5  milliliters  (approximately 
Ve  fluid  ounce)  in  volume;  a  tablespoon - 
ful  shall  be  considered  to  mean  15  milli¬ 
liters  (approximately  Vi  fluid  ounce)  in 
volume:  and  a  cupful  shall  be  considered 
to  mean  240  milliliters  (approximately 
8  fluid  ounces)  in  volume. 

(g)  The  term  “diabetic”  means  a  per¬ 
son  having  diabetes  mellitus. 

(Secs.  201  (n),  401,  403  (a)  and  (J).  411.  701 
(a)  and  (e),  62  Stat.  1041,  1046-1048,  1055, 
70  Stat.  919,  90  Stat.  410-411  (21  U.S.C.  321 
(n).  341,  343  (a)  and  (J),  360,  371  (a)  and 
(e)).) 

Subpart  B — Label  Statements 

§  103.(>0  Restrictions,  placement,  false 
or  misleading  representations. 

(a)  If  a  food  purports  or  is  represented 
to  be  for  any  special  dietary  use,  unless 
covered  by  other  regulations,  the  princi¬ 
pal  display  panel  of  its  label  shall  bear  a 
conspicuous  statement  of  the  usefulness 
of  the  food,  limited  to  a  listing  of  the 
dietary  properties  upon  which  such  use  is 
based:  Provided,  however.  That  if  in- 
suCBclent  space  is  available  on  the  prin¬ 
cipal  display  panel,  the  information 
panel  may  be  used  pursuant  to  §  101.2  of 
this  chapter,  if  such  use  is  consistent 
with  §  101.15  of  this  chapter.  Such  state¬ 
ment  shall  show  the  presence  or  absence 
of  any  substance,  any  alteration  of  the 
quantity  or  character  of  any  constitu¬ 
ent.  and  any  other  ^>ecial  dietary  prop¬ 
erty  of  such  food  upon  which  such  use 
is  based. 

(b)  A  food  which  purports  or  is  repre¬ 
sented  to  be  a  food  for  special  dietary 
use  shall  be  deemed  to  be  misbranded 
under  sections  201  (n)  and  403  (a)  and 
(j)  of  the  act  if  its  labeling  bears  any 
statement,  vignette,  or  other  printed  or 


graphic  matter  that  represents,  suggests, 
or  implies: 

(1)  That  the  food,  because  of  the  pres¬ 
ence  or  absence  of  certain  vitamins  and  / 
or  minerals,  is  adequate  or  effective  in 
the  prevention,  evure,  mitigation,  or  treat¬ 
ment  of  any  disease  or  symptom,  except 
that  the  label  may  state  that  the  food  is 
a  source  of  an  essential  nutrient  and  that 
this  nutrient  is  important  for  good  nu¬ 
trition  and  health,  and  except  that 
provision  shall  not  apply  to  foods  rep¬ 
resented  for  use  solely  under  medical 
supervision  in  the  dietary  management 
of  specific  diseases  and  disorders. 

(2)  That  a  balanced  diet  of  ordinary 
foods  cannot  supply  adequate  amounts 
of  nutrients:  ProiHded,  That  representa¬ 
tions  may  be  made  that  it  is  often  im¬ 
practical  to  supply  the  iron  requirements 
of  infants,  children,  and  women  of  child¬ 
bearing  age  with  a  diet  of  conventional 
foods. 

(3)  That  the  lack  of  optimum  quality 
of  a  food,  by  reason  of  the  soil  on  which 
that  food  is  grown,  is  or  may  be  respon¬ 
sible  for  an  inadequacy  or  deficiency  in 
the  quality  of  the  daily  diet. 

(4)  That  the  storage,  transportation, 
processing,  or  cooking  of  a  food  is  or  may 
be  responsible  for  an  inadequacy  or  de¬ 
ficiency  in  the  quality  of  the  daily  diet. 

(5)  That  the  fo^d  has  dietary  proper¬ 
ties  when  such  properties  are  of  no  sig¬ 
nificant  value  or  need  in  human  nutri¬ 
tion.  Except  as  provided  in  §  105.85(e», 
ingredients  or  products  such  as  rutin, 
other  bioflavonoids,  paraaminobenzoic 
acid,  and  similar  substances  which  have 
in  the  past  been  represented  as  'having 
nutritional  propierties  but  which  have 
not  been  shown  to  be  essential  to  human 
nutrition  may  not  be  combined  with  vita¬ 
mins  and/or  minerals,  added  to  food 
labeled  in  accordance  with  this  section, 
or  otherwise  used  or  represented  in  any 
way  which  states  or  implies  nutritional 
benefit.  Ingredients  or  products  of  this 
type  may  be  marketed  as  individual 
products  or  mixtures  thereof:  Provided, 
That  the  possibility  of  nutritional, 
dietary,  or  therapeutic  value  is  not  stated 
or  implied.  Examples  of  false  or  mislead¬ 
ing  statements  or  implications  are: 

(i)  Label  statements  to  the  effect  thiR^ 
need  or  usefulness  in  human  nutrition 
hsis  not  been  established. 

(ii)  Label  statements  which  otherwise 
disclaim  nutritional,  dietary,  or  thera¬ 
peutic  value. 

(6)  That  a  natural  vitamin  in  a  food 
is  superior  to  an  added  or  synthetic 
vitamin,  or  that  there  is  a  difference  be¬ 
tween  vitamins  naturally  present  and 
those  that  have  been  added. 

(Secs.  201(n),  401,  403  (a)  and  (j).  411.  701 
(a)  and  (e),  52  SUt.  1041,  1046-1048.  1065, 
70  SUt.  919,  90  SUt.  410-411  (21  U.S.C.  321 
(n).  341,  343  (a)  and  (j),  350,  371  (a)  and 

(e)).) 

§  105.62  Hypoallergenic  foodn. 

If  a  food  purports  to  be  or  is  repre¬ 
sented  for  special  dietary  use  by  reason 
of  the  decrease  or  absence  of  any  aller¬ 
genic  property  or  by  reason*  of  being 
offered  as  food  suitable  as  a  substitute  for 


another  food  having  an  allergenic  prop¬ 
erty,  the  label  shall  bear: 

(a)  Hie  conmum  or  usual  name  and 
the  quantity  or  proportion  of  each  in¬ 
gredient  (including  spices,  flavoring,  and 
coloring)  in  case  the  food  is  fabricated 
from  two  or  more  ingredients. 

(b)  A  qualification  of  the  name  of  the 
food,  or  the  name  of  each  ingredient 
thereof  in  case  the  fobd  is  fabricated 
from  two  or  more  ingredients,  to  reveal 
clearly  the  specific  plant  or  animal  that 
is  the  source  of  such  food  or  of  such  in¬ 
gredient.  if  such  food  or  such  ingredient 
consists  in  whole  or  in  part  of  plant  or 
animal  matter  and  such  name  does  not 
reveal  clearly  the  specific  plant  or  animal 
that  is  such  a  source. 

(c)  An  informative  statement  of  the 
nature  and  effect  of  any  treatment  or 
processing  of  the  food  or  any  ingredient 
thereof,  if  the  changed  allergenic  prop¬ 
erty  results  from  such  treatment  or 
processing. 

(Secs.  401,  403(j),  701(e).  52  SUt.  1046  as 
amended,  1048,  70  SUt.  919  (21  U.S.C.  341, 
343(J).  371(e)).) 

§  105.65  Infant  fcKids. 

(a)  If  a  food  (other  than  a  dietary 
supplement  of  vitamins  and/or  minerals 
alone)  purports  to  be  or  is  represented 
for  special  dietary  use  for  infants,  the 
label  shall  bear,  if  such  food  is  fabricated 
from  two  or  more  ingredients,  the  com¬ 
mon  or  usual  name  of  each  ingredient, 
including  spices,  flavoring,  and  coloring. 

(b)  If  such  food,  or  any  ingredient 
thereof,  consists  in  whole  or  in  part  of 
plant  or  animal  matter  and  the  name  of 
such  food  or  ingredient  does  not  clearly 
reveal  the  specific  plant  or  animal  which 
is  its  source,  such  name  shall  be  so  quali¬ 
fied  as  to  reveal  clearly  the  specific  plant 
or  animal  that  is  such  source. 

(c)  If  such  use  of  the  food  is  by  reason 
of  its  simulation  of  human  milk  or  its 
suitability  as  a  complete  or  partial  sub¬ 
stitute  for  human  milk,  the  label  shall 
also  bear: 

(1)  A  statement  of  the  percent  by 
weight  or  weight  per  imit  volume  of 
moisture,  protein,  fat,  available  carbohy¬ 
drate,  ash.  and  crude  fiber  contained  in 
such  food. 

(2)  A  statement  of  the  number  of 
available  kilocalories  (in  the  case  of  food 
label  statements,  a  kilocalorie  is  repre¬ 
sented  by  the  word  “(Calorie”)  supplied 
by  a  specified  quantity  of  such  food  as 
customarily  or  usually  prepared  for 
consumption. 

(3)  A  statement  of  the  amount  of 
each  vitamin  ch*  mineral  listed  in  para¬ 
graph  (c)(5)  of  this  section  and  the 
amount  of  other  added  vitamm(s)  and 
mlneral(s)  supplied  by  a  specified  quan¬ 
tity  of  such  food  as  customarily  or 
ususdly  prepared  for  consumptiMi. 

(4)  The  statement  “This  product 
should  not  be  used  as  the  sole  source  of 
protein  in  the  infant  diet”  if  a  quantity 
which  suiH>lies  100  available  kilocalories 
of  such  food  as  customarily  or  usually 
prepared  for  consumptiem  contains  less 
than  1.8  grams  of  protein  of  a  biological 
quality  equivalent  to  that  of  casein,  or  if 
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the  amount  and  biological  quality  of  pro¬ 
tein  per  100  available  kilocalories  of  such 
food  are  such  that  the  quality  of  protein 
expressed  as  a  fraction  of  that  of  casein 
multiplied  by  the  amount  of  protein  in 
grams  is  less  than  1.8,  or  if  the  biological 
quality  of  protein  is  less  than  70  percent 
of  that  of  casein. 

(i)  For  the  purpose  of  this  paragraph 

(c)(4),  the  method  for  determining 
biological  quality  of  protein  shall  be  the 
method  prescribed  on  page  800  (secs. 
39.166-39.170)  imder  “Biological  Evalua¬ 
tion  of  Protein  Quality — OfBcial,  Pinal 
Action”  of  “Official  Methods  of  Analysis 
of  the  Association  of  Official  Analytical 
Chemists,”  11th  edition  (1970).* 

(ii)  For  the  purpose  of  this  paragraph 

(c)(4),  the  method  for  determining 
the  amount  of  protein  is  to  multiply  by 
6.25  the  total  nitrogen  contait  in  grams, 
as  determined  by  the  method  described 
on  page  16  (sec.  2.051)  under  “Improved 
Kjeldahl  Methods  for  Nitrate-Free  Sam¬ 
ples — Official,  Pinal  Action”  of  “Official 
Methods  of  Analysis  of  the  Association 
of  Official  Analytical  Chemists,”  11th 
edition  (1970).* 

(5)  If  a  quantity  which  supplies  100 
available  kilocalories  of  such  food  as 
customarily  or  usually  prepared  for  con¬ 
sumption  contains  less  than  the  follow¬ 
ing  amounts  of  vitamins  and  minerals, 
a  statement  that  an  additional  quantity 
of  such  vitamin(s)  or  mineral(s),  as  the 
case  may  be,  should  be  supplied  from 
other  sources: 


Vitamins  and 
minerals 

Unit  o( 
measurement 

klinimum 

amounts 

Vitamin  A . 

International  units. 

2.50 

40 

Vitamin  E . 

. do. . 

0.3 

Ascorbic  arid 

Milligrams . 

7.8 

(vitamin  C). 

Thiamine  (vitamin 

. do . 

0.025 

B,). 

Kiboflavin  (vitamin 

. do . 

0.06 

Bj). 

Niacin  ’ . 

Milligram 

0.8 

Vitamin  Bt . 

equivalents. 
Milligrams . 

0.035 

4 

Pantothenic  acid . 

Milligrams . 

0.3 

Micrograms . 

0.15 

50 

25 

Magnesium . 

. do . 

6 

Iron . 

. do . 

1 

Micrograms . 

5 

Copper . 

Milligrams . 

0.06 

•  ThP  goneric  twin  “niacin”  includes  niacin  (nicotinic 
acid),  niacinamide  (nicotinamide),  and  1  me  equiyaleul 
(or  each  60  milligrams  of  tryptophan  in  the  loou. 

When  a  statement  prescribed  by  this 
paragraph  (c)  (5)  is  required,  it  shall  ap¬ 
pear  in  immediate  proximity  to  the 
statement  for  the  appropriate  vitamin 
or  mineral  required  by  paragraph  (c)  (3) 
of  this  section.  The  difference  in  quan¬ 
tity  between  the  amoimt  of  vitamin  (s) 
and  mineral  (s)  supplied  and  the  amount 
required  by  this  paragraph,  expressed 
on  the  same  basis,  must  also  appear  in 
the  same  statement. 

(6)  If  such  food  contains  fat  at  a  level 
supplying  less  than  15  percmt  of  the  total 
available  kilocalories,  or  linoleic  acid 
(present  as  a  glyceride)  at  a  level  sup- 
Idying  less  than  2  percent  of  the  total 
available  kilocalories,  a  statement  that 
an  additional  quantity  of  fat  or  linoleic 

See  footnote  2  on  p.  14326.  - 


acid  (linoleate),  as  the  case  may  be, 
should  be  supplied  from  other  sources. 
The  requirement  of  this  paragraph  (c) 
(6)  shall  not  apply  to  such  food  which 
purports  to  be  or  is  represented  for  spe¬ 
cial  dietary  use  by  reason  of  a  need  for 
regulating  the  intake  of  fat. 

(d)  The  provisions  of  paragraph  (c) 
of  this  section  shall  not  apply  to  whole 
milk  (of  cows)  or  evaporated  milk  ex¬ 
cept  with  respect  to  ascorbic  acid,  vita¬ 
min  D,  and  iron  under  paragraph  (c)  (5) 
of  this  section. 

(e)  A  food  which  purports  to  be  or  is 
represented  for  special  dietary  use  solely 
as  a  food  for  infants  by  reason  of  its 
simulation  of  human  milk  or  its  suit¬ 
ability  as  a  complete  or  partial  substitute 
for  hiunan  milk,  and  which  complies  with 
the  provisions  of  this  section,  shall  be 
exempt  from  the  effective  provisions  of 
§§  105.67  and  105.77. 

§  105.67  Certain  label  statements  relat¬ 
ing  to  certain  food  used  in  control  of 
IkmIv  weight  or  in  dietary  manage¬ 
ment  with  respect  to  disease. 

If  a  food  purports  to  be  or  is  repre¬ 
sented  for  special  dietary  use  by  man  by 
reason  of  its  use  as  a  means  of  regulat¬ 
ing  the  intake  of  protein,  fat,  carbohy¬ 
drate,  or  calories,  for  tiie  purpose  of  con¬ 
trolling  body  weight,  or  for  the  purpose 
of  dietary  management  with  respect  to 
disease,  the  label  shall  bear  a  statement 
of: 

(a)  The  percent  by  weight  of  protein, 
fat,  and  available  carbohydrates  in  such 
food;  and 

(b)  The  number  of  available  calories 
supplied  by  a  specified  quantity  of  such 
fo^. 

§  105.69  Foods  used  to  regidate  sodium 
intake. 

If  a  food  purports  to  be  or  is  repre¬ 
sented  for  special  dietary  use  by  man  by 
reason  of  its  use  as  a  means  of  regulating 
the  intake  of  sodium  or  salt  (sodium 
chloride),  the  label  shall  bear  a  state¬ 
ment  of  the  number  of  milligrams  of 
sodium  in  100  grams  of  such  food  and  a 
statement  of  the  number  of  milligrams 
of  sodium  in  a  specified  serving  of  such 
food,  nie  number  of  milligrams  of  so¬ 
dium  shall  be  declared  as  the  nearest 
multiple  of  5  milligrams,  as  determined 
by  appropriate  analysis,  except  that,  if 
such  food  contains  not  more  than  10 
milligrams  of  sodium  in  100  grams  of  the 
food  and  not  more  tlian  10  milligrams  of 
sodium  in  a  specified  serving  of  the  food, 
the  label  shall  bear  a  statement  to  that 
effect. 

(Secs.  401,  403(j),  701(e),  62  Stat.  1046  as 
amended.  1048,  70  Stat.  919  (21  U.S.C.  341, 
343(J),  371(e)).) 

§  105.77  Vitamiii»  uiid  minerals. 

(a)  Vitamins  and  minerals  for  which 
U.S.  RDA’s  are  established.  If  a  food  pur¬ 
ports  or  is  represented  to  be  for  special 
dietary  use  because  of  vitamin  or  min¬ 
eral  properties  for  which  UJS.  RDA’s 
have  been  established,  the  label  shall 
bear  a  statement  of  the  percentage  of 
the  U.S.  RDA  of  such  vitamins  and  min¬ 


erals,  as  set  forth  in  §  105.3(b),  supplied 
by  such  food  when  consumed  in  a  spec¬ 
ified  quantity  during  a  period  of  1  day. 
The  quantity  specified  shall  be  a  reason¬ 
able  quantity  suitable  for  and  practicable 
of  consumption  within  1  day.  The  order 
in  w'hich  the  nutrients  appear  on  the 
label  shall  be  the  order  in  §  105.3(b) ,  ex¬ 
cept  when  other  regulations  provide 
otherwise.  Immediately  preceding  the 
declaration  of  vitamin  and  mineral  con¬ 
tent,  the  following  heading  shall  be 
stated,  “Percentage  of  U.S.  Recom¬ 
mended  Daily  Allowances  (U.S.  RDA).” 
If  such  purported  or  represented  special 
dietary  use  is  for  persons  within  more 
than  one  group  for  which  U.S.  RDA’s 
are  established,  such  statement  shall  in¬ 
clude  the  percentage  for  each  group. 
When  the  percentage  of  the  U.S.  RDA 
is  a  whole  number  and  a  fraction  or  a 
whole  number  and  a  decimal,  it  shall  be 
expressed  as  the  whole  number  dis¬ 
regarding  the  fraction  or  decimal.  The 
total  quantity  of  vitamins  or  minerals 
in  a  food  shall  be  no  less  than  the  amount 
declared,  and  no  more  than  a  reasonable 
amount  above  the  declared  quantity. 
Reasonable  variations  caused  by  heat, 
light,  oxidation,  storage,  transportation, 
or-unavoidable  deviations  in  good  manu¬ 
facturing  practice  are  recognized. 

(b)  Vitamins  and  minerals  for  which 
no  U.S.  RDA’s  are  established.  If  a  food 
purports  or  is  represented  to  be  for  spe¬ 
cial  dietary  use  because  of  the  presence 
of  a  vitamin  or  mineral  for  which  no 
U.S.  RDA  has  been  established,  the  quan¬ 
tity  of  each  such  nutrient  (in  the  order 
listed  in  §  105.3(c) ,  except  when  other 
regulations  provide  otherwise)  supplied 
by  the  food  when  consmned  in  a  specified 
quantity  during  a  period  of  1  day  shall  be 
stated  on  the  label  in  standard  metric 
units  of  weight  followed  by  the  statement 
“No  U.S.  Recommended  Daily  Allowance 
(U.S.  RDA)  has  been  established  for  this 
nutrient”  or  by  an  asterisk  refen-ing  to 
another  asterisk  at  the  bottom  of  the 
table  and  followed  by  that  statement. 
The  quantity  of  consumption  specified 
shall  be  a  reasonable  quantity  suitable 
for  and  practicable  of  consumption  with¬ 
in  1  day. 

(c)  Applicability.  When  paragraphs 
(a)  and  (b)  of  this  section  are  both  ap¬ 
plicable:  information  required  by  para¬ 
graph  (b)  with  respect  to  vitamins  shall 
follow  immediately  after  information  re¬ 
quired  by  paragraph  (a)  with  respect  to 
vitamins;  information  required  by  para¬ 
graph  (b)  with  respect  to  minerals  shall 
follow  immediately  after  information  re¬ 
quired  by  paragraph  (a)  with  respect  to 
minerals;  and  the  quantity  of  consump¬ 
tion  specified  pursuant  to  each  para¬ 
graph  shall  be  the  same. 

(d)  Iodized  salt.  The  requirements  of 
this  section  shall  not  apply  to  iodized  salt 
when  the  declared  content  of  the  iodine 
compound  in  the  salt  is  equivalent  to  0.01 
percent  by  weight  iodine. 

(Secs.  201(n),  401,  403  (a)  and  (J),  411,  701 
(a)  and  (e),  63  Stat.  1041,  1046-1048,  1065, 
70  SUt.  919,  90  SUt.  410-411  (21  U.S.C.  321 
(n),  341,  343  (a)  and  (J),  350,  371  (a)  and 

(e)).) 
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§  103.79  INonnulrilive  ronslitutrnts. 

If  a  food  purports  to  be  or  is  repre¬ 
sented  for  special  dietary  use  by  man 
by  reason  of  the  presence  of  any  con¬ 
stituent  which  is  not  utilized  in  normal 
metabolism,  the  label  shall  bear  a  state¬ 
ment  of  the  percent  by  weight  of  such 
constituent,  and.  in  juxtaposition  with 
the  name  of  such  constituent,  the  word 
“nonnutritive”.  If  such  constituent  is 
fibrous  plant  matter,  it  shall  be  con¬ 
sidered  to  be  crude  fiber  and  its  percent 
expressed  as  such.  But  if  such  constit¬ 
uent  is  saccharin  or  a  saccharin  salt, 
the  label  shall  bear,  in  lieu  of  such  state¬ 
ment  and  word,  the  statement  “Con¬ 
tains  _ saccharin  (or  saccharin  salt. 

as  the  case  may  be),  a  nonnutritive, 
artificial  sweetener  which  should  be  used 
only  by  persons  who  must  restrict  their 
intake  of  ordinary  sweets,”  the  blank 
to  be  filled  in  with  the  percent  by  weight 
of  saccharin  or  saccharin  salt  in  such 
food.  The  provisions  of  this  section  shall 
not  be  construed  as  authorizing  the  use 
of  saccharin  or  its  salts  in  any  food 
other  than  one  for  use  by  persons  who 
must  restrict  their  intake  of  carbohy¬ 
drates,  or  as  relieving  any  food  from 
compliance  with  any  requirement  of  sec¬ 
tions  402  (b)  or  (d),  403(g),  or  other 
provisions  of  the  act. 

Subpart  C — [Reserved] 

Subpart  C — Standards  of  Identity 

§  103.83  Diolary  supplemcnl!*  of  viln- 
iiiinH  und  mineral!*. 

(a)  General  provisions — (1>  Articles 
subject  to  this  regulation;  “dietary  sup¬ 
plements.”  The  dietary  supplements  of 
vitamins  and/or  minerals  for  which  defi¬ 
nitions  and  standards  of  identity  are 
prescribed  by  this  section  are  prepared 
and  offered  as  tablets,  capsules,  wafers, 
or  other  similar  uniform  units;  in  pow¬ 
der.  granular,  flake,  or  liquid  form;  or  in 
the  physical  form  of  conventional  foods; 
and  purport  to  be  or  are  represented  for 
special  dietary  use  by  man  to  supple¬ 
ment  his  diet  by  increasing  the  total  di¬ 
etary  intake  of  one  or  more  of  the  es¬ 
sential  vitamins  and/or  minerals  speci¬ 
fied  in  paragraph  (d)  of  this  section.  The 
dietary  supplements  of  vitamins  and/or 
minerals  are  henceforth  referred  to  as 
“dietary  supplements”  in  this  section. 

(2)  Articles  not  subject  to  this  regu¬ 
lation.  This  section  does  not  apply  to: 

(i)  Any  fpod  which  contains  or  con¬ 
sists  of  any  vitamin  or  mineral  listed  in 
S  105.3(b)  (1),  or  any  combination  there¬ 
of,  provided  that  all  of  the  following 
requirements  are  met:  (a)  No  such  nu¬ 
trient  is  contained  at  a  level  of  50  per¬ 
cent  or  more  of  the  adult  U.S.  RDA  per 
serving  for  that  nutrient,  (b)  no  direct 
or  implied  representation  is  made  on  the 
label,  in  labeling,  or  in  advertising  that 
the  product  is  a  dietary  supplement  or 
is  adequate  or  appropriate  for  supple¬ 
menting  the  daily  diet  with  essential  nu¬ 
trients,  and  (c)  the  product  Is  labeled 
pursuant  to  fi  101.9  of  this  chapter. 

(ii)  Foods  the  composition  of  which  is 
defined  by  other  regulations,  e.g.,  other 
foods  for  which  definitions  and  stand¬ 
ards  of  identity  or  nutritional  quality 


guidelines  have  been  promulgated,  or 
statutes. 

(iii)  Any  food  represented  for  use  as 
the  sole  item  of  a  meal  or  of  the  diet. 

(iv)  Poods  represented  for  use  solely 
under  medical  supervision  to  meet  nu¬ 
tritional  requirements  in  specific  med¬ 
ical  conditions. 

(V)  Conventional  foods  to  which  one 
or  more  nutrient(s)  listed  in  paragraph 
(d)(1)  of  this  section  are  added  to  im¬ 
prove  nutritional  quality,  unless  the  total 
level,  including  any  naturally  occurring 
amounts,  of  any  such  added  vitamin  or 
mineral  per  single  serving  attains  or 
exceeds  50  percent  of  the  U.S.  Recom¬ 
mended  Daily  Allowance  (U.S.  RDA)  for 
adults  and  children  4  years  or  more  of 
age  as  specified  in  S  105.3(b)  (1),  in 
which  case  the  provisions  of  both  this 
section  and  §  101.9  of  this  chapter  shall 
apply.  If  the  provisions  of  both  this  sec¬ 
tion  and  §  101.9  of  this  chapter  apply  to 
a  food,  the  labeling  of  such  food  shall 
conform  to  the  labeling  established  in 
this  section  except  that  the  labeling  es¬ 
tablished  in  $  101.9(c)  of  this  chapter, 
including  the  order  for  listing  vitamins 
and  minerals  established  in  §  101.9(c) 
(7)(iv)  of  this  chapter,  shall  be  used  in 
lieu  of  the  labeling  established  in  para¬ 
graph  (i)  (1)  of  this  section. 

(vi)  Raw  agricultural  commodities. 

(vii)  A  food  with  nutrients  restored  to 
pre-processing  levels  or  added  pursuant 
to  §  101.3<e)  of  this  chapter  so  that  it  is 
not  nutritionally  inferior  to  the  food  for 
which  it  substitutes  and  which  it  resem¬ 
bles. 

(3>  Enforcement.  Any  food  product 
that  meets  the  definition  of  a  dietary 
supplement  in  paragraph  (a)(1)  of  this 
section  and  which  is  not  subject  to  any 
of  the  exemptions  set  forth  in  paragraph 
(a)  (2)  of  this  section  and  which  fails  to 
comply  with  the  requirements  of  this 
section,  including  a  multicomponent 
supplement  not  subject  to  paragraph  (e) 
of  this  section  which  offers  an  added 
vitamin  or  mineral  not  permitted  by  this 
section  or  which  offers  a  greater  potency 
of  any  vitamin  or  mineral  than  is  per¬ 
mitted  by  this  section,  will  be  deemed  to 
be  in  violation  of  section  403(g)  of  the 
Federal  Food.  Drug,  and  Cosmetic  Act 
(hereafter  “the  act”),  which  provides 
that  a  food  shall  be  deemed  to  be  mis¬ 
branded  if  it  purports  to  be  or  is  repre¬ 
sented  as  a  food  for  which  a  definition 
and  standard  of  identity  has  been  pre¬ 
scribed,  unless  it  conforms  to  the  defini¬ 
tion  and  standard. 

(A)  Other  requirements  of  law.  Com¬ 
pliance  with  the  requirements  of  this 
section  does  not  exempt  a  dietary  sup¬ 
plement  from  other  requirements  of  any 
other  applicable  regulations,  whether  or 
not  cross-referenced  herein. 

(5)  Amendments  to  this  standard. 
Amendment  of  the  permissible  combina¬ 
tions  of  vitamins  and/or  minerals,  as 
established  in  paragraph  (b)  of  this 
section,  or  of  the  permitted  range  of  po¬ 
tency  for  any  vitamln(s)  or  mineral(s) 
in  a  dietary  supplement,  as  established 
in  paragraph  (c)  of  this  section,  or  any 
other  amendments  to  this  section,  may  be 
proposed  by  the  Commissioner  of  Food 


and  Drugs  on  his  own  initiative  or  upon 
petition  by  an  interested  person  in  ac¬ 
cordance  with  the  procedure  set  forth  in 
Part  2  of  this  chapter.  Any  such  peti¬ 
tion  shall  show  that  such  amendment 
will  promote  honesty  and  fair  dealing  in 
the  interest  of  consumers. 

(b>  Inclusion  of  vitamins  and  min¬ 
erals  in  dietary  supplements.  Except  as 
provided  in  paragraph  (e)  of  this  sec¬ 
tion:  (1)  A  dietary  supplement  consist¬ 
ing  of  more  than  one  vitamin  or  mineral 
shall  contain  only  those  vitamins  and,- 
or  minerals  listed  in  paragraph  (d)(1) 
of  this  section  and  shall  be  offered  for  its 
vitamin  and  or  mineral  content  only  in 
the  following  combinations,  with  the  pro¬ 
vision  that  any  vitamin  or  mineral  de¬ 
fined  as  optional  in  paragraph  (d)(1) 
of  this  section  may  be  omitted : 

( i  >  All  vitamins  and  minerals. 

(ii)  All  vitamins. 

(iii)  All  minerals. 

(iv)  All  vitamins  and  the  mineral  iron, 

(V)  A  dietary  supplement  of  vitamins 

A.  D,  and  C,  represented  for  use  by  in¬ 
fants  and/or  children  imder  4  years  of 
age.  composed  of  vitamin  A.  vitamin  D 
and  vitamin  C.  Vitamin  E  and/or  iron 
may  be  included  as  optional  ingrtxlients 
in  such  a  preparation:  Provided.  Tliat 
inclusion  of  the  optional  ingredients  vi¬ 
tamin  D  and  dr  phosphorous  in  the  die¬ 
tary  supplements  identified  in  para¬ 
graph  (b)(1)  (i),  (ii),  (iii)  or  (iv)  of 
this  section  does  not  require  inclusion  of 
any  additional  optional  ingredients.  In¬ 
clusion  of  the  optional  ingredients  biotin 
and  pantothenic  acid  and/or  copper  and 
zinc  in  such  products  does  riot  require 
inclusion  of  vitamin  D  and/or  phospho¬ 
rus  when  the  latter  two  nutrients  are  op¬ 
tional.  Inclusion  of  any  of  the  other 
optional  ingredients  (biotin  or  panto¬ 
thenic  acid  for  vitamins  and  copper  or 
zinc  for  minerals)  in  such  products  re¬ 
quires  the  hiclusion  of  both  such  optional 
ingredients  if  the  product  is  a  multi¬ 
vitamin  or  multimineral  supplement,  and 
requires  the  inclusion  of  all  four  such 
ingredients  if  the  product  is  a  multi¬ 
vitamin  and  multimineral  supplement; 
and:  Provided  further.  That  folic  acid  is 
optional  for  liquid  dietary  supplements 
because  of  instability  of  the  vitamin  in 
liquid  preparations.  A  liquid  dietary  sup¬ 
plement  represented  as  a  “multivitamin” 
preparation  but  not  containing  folic  acid 
shall  bear  the  following  statement  on  the 
label:  “This  product  does  not  contain 
the  essential  vitamin  folic  acid,”  which 
shall  immediately  follow  the  listing  of 
vitamins  and  minerals  as  prescribed  in 
paragraph  (i>  of  this  section. 

(2)  A  dietary  supplement  may  also  be 
composed  of  a  single  vitamin  or  mineral. 

(c)  Potency  of  vitamins  and  minerals 
in  dietary  supplements.  (1>  Except  as 
provided  in  paragraph  (e>  of  this  sec¬ 
tion,  and  subject  to  good  manufacturing 
practices,  dietary  supplements  shall  con¬ 
tain  in  the  specified  daily  quantity  not 
less  than  the  lower  limit  nor  more  than 
the  upper  limit  of  any  nutrient  specified 
in  paragraph  (d)(1)  of  this  section  for 
the  groups  for  which  the  supplement  is 
offered. 

(2)  For  the  purposes  of  this  section, 
the  term  “daily  quantity”  means  the 
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quantity  of  a  dietary  suin^lement  that  reasonably  suitable  for  and  practicable  the  permissible  qualitative  and  quantita- 
shall  be  specified  in  the  labeling  for  con-  of  consumption  in  1  day.  tive  composition  of  dietiur  supplements 

sumption  in  a  period  of  1  day,  and  which  (d)  U.S.  Recommended  Daily  Attow-  of  vitamins  and/or  minoraig  for  pur- 
shall  be  an  amount  or  number  of  tuilts  ance.  (1)  The  following  table  sets  forth  poses  of  paragraphs  (b)  arid  (c) : 

U.S.  recommended  daily  alloicances  (U.S.  RDA't)  and  permissille  compositional  ranges  for  dietary  supplements  of  ritapnins 

and  minerals  ' 


Vitamins — Mandatory: 

Vitamin  A . . 

Vitamin  D  > . 

Vitamin  E _ _ 

Vitamin  C _ _ 

Folic  acid  • . 

Thiamine . . 

Riboflavin . 

Niacin _ 

Vitamin  B« _ 

Vitamin  Bu _ 

Optional; 

Vitamin  D _ 

Biotin . 

Pantothenic  acid.. 
Minerals— Mandatory; 

Calcium . . 

Phosphorus  *. . 

Iodine.. _ 

Iron . . 

Magnesium . 

Optional; 

Phosphorus  * _ 

Cop{^ _ 

Zinc _ 


T'nit  of  mrasui-ement 


lutcniatioual  units 

. do . . 

. do . 

MilliKianis _ 

. do . 

. do... . . 

. do.. . . . 

_ do . . 

. do . . 

Microgranis . 

International  units. 

Milihnams . 

- do . 

Grams . 

- do . 

Micrograins . 

Milligrams . . 

- do . 

Grams . 

Milligiains _ 

. do . 


Childre  n  under  4  years  of  age  >  Adults  and  children  4  or  more  years  Pregnant  or  lactating  women 

of  age 


Lowor 

limit 

U.S. 

RDA 

Uppfr 

limit 

Lowpr 

limit 

U.S. 

RDA 

Upper 

limit 

Lower 

Hmit 

U.S. 

RDA 

Up^>^r 

limit 

l.ZM 

2,  .500 

2,500 

2,500 

5,000 

5,000 

5,000 

8,000 

8,000 

200 

400 

400 

400 

400 

400 

5 

10 

15 

15 

30 

45 

30 

30 

60 

20 

40 

60 

30 

60 

90 

60 

60 

120 

.1 

.2 

.3 

o 

.4 

.4 

.4 

.8 

.8 

.35 

.70 

1.05 

.75 

1.50 

2.25 

1.50 

1.70 

.TOO 

.4 

.« 

1.2 

.8 

1.7 

26 

1.7 

20 

24 

4.5 

9.0 

13.5 

10.0 

20.0 

sao 

20.0 

20.0 

40.0 

.Xi 

.70 

1.05 

1.00 

2.00 

3.00 

200 

2.50 

4.00 

1.5 

3.0 

4.5 

3.0 

6.0 

9.0 

6.0 

ao 

12  0 

200 

400 

400 

.075 

.150 

0.225 

.150 

.300 

.450 

.300 

.300 

.600 

2.5 

5.0 

7.5 

5.0 

10.0 

15.0 

lao 

10.0 

20.0 

.125 

.800 

1.200 

.125 

1.000 

L500 

.125 

1.300 

2.000 

.125 

.800 

1.200 

.125 

1.000 

1.500- 

35 

70 

105 

75 

1.50 

235 

150 

150 

300 

5 

10 

15 

9 

18 

27 

18 

18 

60 

40 

2U) 

300 

100 

400 

600 

100 

450 

800 

.125 

.5 

1.0 

1.5 

1.0 

2.0 

SO 

1.0 

20 

4.0 

4.0 

8.0 

12.0 

7.5 

15.0 

22.5 

7.6 

15.0 

30.0 

>  When  labeled  for  use  by  infants,  a  dietaiy  supplement  sliall  contain  not  less  than  the  lower  limit  drsignatrd  for  a  nutrient  in  this  set  of  columns,  nor  more  than  100  percent 
of  the  iufiuit  U.S.  RDA  for  a  nutrient  as  prescribed  in  sec.  125.1(b)  of  this  chapter  except  that  the  level  of  biotin,  when  used,  shall  be  0.05  mg  daily  recommended  qutinlily. 

*  Optional  for  adults  and  children  4  or  more  years  of  age. 

>  Optional  for  liquid  products. 

*  Optional  for  pregnant  or  lactating  wonien.  When  present,  the  quantity  of  ])ho.sphorus  may  be  not  greater  tliun  the  quantity  of  calcium. 


(2)  The  UJS.  Recommended  Daily  Al¬ 
lowances  (U.S.  RDA’s)  have  been  derived 
by  the  Food  and  Drug  Administration 
from  the  ‘“Recommended  Dietary  Allow¬ 
ances,”  published  by  the  Food  and  Nutri¬ 
tion  Board,  National  Academy  of  Sci¬ 
ences/National  Research  Council,  and 
are  subject  to  amendment  as  more 


(4)  In  addition  to  the  nutrients  listed 
in  paragraph  (d)(1)  of  this  section, 
other  vitamins  and  minerals  recognized 
as  essential  or  probably  essential  in  hu¬ 
man  nutrition  in  their  biologically  active 
forms  but  for  which  no  U.S.  RDA’s  have 
been  established  are:  vitamin  K,  choline, 
and  the  minerals  chlorine,  chromium, 
fluorine,  manganese,  molybdenum, 
nickel,  potassium,  selenium,  silicon,  so¬ 
dium,  tin,  and  vanadium. 

(e)  Exemption  from  limitations  on  in¬ 
clusion  of  ingredients  and  from  maxi¬ 
mum  potency  restrictions  for  certain 
dietary  supplements.  (1)  iKirsuant  to 
section  411  (a)  (1)  of  the  act,  the  limita- 
ti(ms  established  by  paragraphs  (b)  and 
(d)  of  this  section  and  by  §  105.60(b)  (5) 
with  respect  to  the  inclusion  of  vitamins, 
minerals,  and  Other  ingredients  in  die¬ 
tary  supplements,  and  the  maximum  11m- 


knowledge  on  human  nutrient  require¬ 
ments  becomes  available. 

(3)  For  determining  the  percentage  of 
the  U.S.  RDA  present  in  a  dietary  sup¬ 
plement,  the  quantitative  content  of  the 
following  vitamins  shall  be  calculated  in 
terms  of  the  following  chemically  iden¬ 
tifiable  reference  forms: 


its  on  potency  established  by  paragraphs 
(c)  and  (d)  of  this  section  shall  not  ap¬ 
ply  to  a  food  for  special  dietary  use,  de¬ 
fined  in  §  105.3(a)(1),  which  is  or  con¬ 
tains  any  vitamin  or  mineral  and  which 
complies  with  the  following  criteria: 

(1)  The  preparation  is  Intended  for 
ingestion  in  tablet,  capsule,  nr  liquid 
form,  or,  if  not  intended  for  ingestion 
in  such  a  form,  does  not  simulate  and 
is  not  represented  as  conventional  f  JOd 
and  is  not  represented  for  use  as  a  sole 
item  of  a  meal  or  of  the  diet;  and 

(ii)  The  preparation  is  not  represented 
for  use  by  individuals  in  treatment  or 
management  of  specific  diseases  or  dis¬ 
orders,  by  children,  or  by  pregnant  or 
lactating  women. 

(2)  For  purposes  of  paragraph  (e)(1) 
of  this  section:' a  food  shall  ctmsid- 
ered  as  intended  for  ingestion  in  liquid 


form  only  if  it  is  formulated  in  a  fluid 
carrier  and  it  is  intended  for  ingestion 
in  daily  quantities  measured  in  drops  or 
similar  small  units  of  measure;  and  the 
term  "children”  means  individuals  who 
are  under  the  age  of  12  years. 

(3)  The  exemption  provided  by  section 
411(a)  (1)  of  the  act  and  paragraph 
(e)  (1)  of  this  section  does  not  apply  to 
minimum  potency  requirements  estab¬ 
lished  by  this  sectimi.  Whenever  a  vita¬ 
min  or  mineral  for  which  a  U.S.  RDA 
has  been  established  is  included  in  a 
dietary  suppl^ent,  the  supplement  shall 
provide  in  the  recommended  daily  quan¬ 
tity  at  least  the  lower  potency  limit  for 
the  vitamin  or  mineral  established  by 
the  table  in  paragraph  (d)(1)  of  this 
section. 

(4)  The  exemption  provided  by  section 
411(a)(1)  of  the  act  and  paragraph 
(e)(1)  of  this  section  does  not  apply  to 
restrictions  on  maximum  potency  im¬ 
posed  by  the  act  or  by  relations  for 
reasons  of  safety  under  paragraph  (fi 
of  this  section. 

(f)  Restrictions  on  maximum  potency 
of  vitamins  and  minerals  for  reasons  of 
safety.  Restrictions  of  the  maximum  po¬ 
tency  of  a  vitamin  or  mineral  may  be 
imposed  for  reasons  of  safety  by  the 
act  or  by  regulation.  For  convenience, 
certain  restrictions  are  cross-referenced 
below: 

(1)  Vitamin  A — See  §  250.109  of  this 
chapter. 

(2)  Vitamin  D— See  §  250.110  (rf  this 
cht^ter. 

(3)  Folic  acid— See  §  172.345  of  this 
chapter. 

(4)  Iodine— See  §§  172.365  and  172.375 
of  this  chapter. 


Reference  form 


V'itamin 

Name 

Empirical  formula 

Molecular 

weight 

Vitemiu  C . — 

_ L-Asoewbie.  acid . . . — 

. C.UiO. 

17a  12 

. CitHifNrOi 

441.41 

. CuHitCIN.OS  UCl 

337.28 

. Ci:H2.N,0« 

37a  37 

Niaeln 

.  finiNOj 

123.11 

. CiHiiNOi 

169.18 

. CmHwCoNhOi.P 

1,35a  40 

. CiaiiiN:0]S 

.  244.31 

Pantothenic  aoid... 

_  Z>-Pantotheuic  acid . 

- . CiHitNOj 

219.23 
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(5)  Copper — See  S  182.5260  of  this 
chapter. 

(6)  Fluorine — See  §  170.45  of  this 
chapter. 

(7)  Potassium — See  S  201.306  of  this 
chapter. 

(8)  Any  vitamin  or  mineral  which  is 
included  in  a  dietary  supplement  and 
which  is  not  generally  recognized, 
among  experts  qualified  by  scientific 
training  smd  experience  to  evaluate  Its 
safety,  as  having  been  adequately  shown 
to  be  safe  under  the  conditions  of  its 
intended  use  is  a  food  additive  within 
the  meaning  of  section  201  (s)  of  the  act; 
and  pursuant  to  sections  402(a)(2)(C) 
and  409  of  the  act,  such  inclusion  is  il¬ 
legal  in  the  absence  of  a  food  additive 
regulation  approving  such  inclusion.  A 
listing  of  some  of  the  vitamins,  miner¬ 
als,  and  compounds  with  vitamin  and/ 
or  mineral  properties  which  are  gener¬ 
ally  recognized  as  safe,  and  which  thus 
may  lawfully  be  included  in  a  dietary 
supplement  without  a  food  additive  reg¬ 
ulation,  appears  at  Subpart  F  of  Part  182 
of  this  chapter. 

(g)  Acceptable  ingredient  sources  for 
dietary  supplements:  (1)  A  vitamin  or 
mineral  used  in  a  dietary  supplement 
may  be  supplied  by  any  suitable  sub¬ 
stance  which  is  not  a  food  additive  as 
defined  in  section  201  (s)  of  the  act:  or 
if  it  is  a  food  additive  as  so  defined,  it 
shall  be  used  in  conformity  with  regula¬ 
tions  established  pursuant  to  section 
409  of  the  act. 

(2)  Any  safe  and  suitable  substance 
may  be  used  as  preservative,  stabilizer, 
fiavor,  sweetener,  color,  seasoning,  car¬ 
rier,  base,  or  vehicle,  or  to  facilitate 
preparation  of  vitamin  or  mineral  sub¬ 
stances.  A  dietary  supplement  shall  be 
prepared  so  that  any  such  substance 
contained  therein  does  not  exceed  the 
amount  reasonably  required  to  accom¬ 
plish  its  intended  physical  or  technical 
effect,  and  so  that  the  biological  avail¬ 
ability  of  the  vitamin(s)  and  mineral(s) 
is  not  impaired  by  the  presence  of  such 
substance.  Any  such  sutetance  shall  not 
be  a  food  additive  or  color  additive  as 
defined  in  section  201  (s)  or  (t)  of  the 
act;  or  if  it  is  a  food  additive  or  color 
additive  as  so  defined,  it  shall  be  used 
in  conformity  with  regulations  estab¬ 
lished  pursuant  to  section  409  or  706  of 
the  act. 

(h)  Nomenclature.  (1)  The  name  of  a 
dietary  supplement  shall  consist  of  a 
term  descriptive  of  the  vitamin  and/or 
mineral  composition  of  the  product,  as 
established  in  paragraph  (h)  (2)  of  this 
section,  together  with  a  phrase  or 
phrases  designating  the  group(s)  for 
which  the  supplement  is  intended,  as 
established  in  paragraph  (h)  (3)  of  this 
section,  e.g.,  “multivitamin  and  multi¬ 
mineral  supplement  for  children  under 
4  years  of  age”;  “dietary  supplement  of 
vitamin  C  and  E  for  adults”.  The  name 
of  the  dietary  supplement  shall  appear 
prominently  and  conspicuously  on  the 
principal  display  panel(s)  of  the  label. 
The  letters  or  phrase  (s)  designating  the 
consumer  group  (s>  for  which  the  prod¬ 
uct  is  represented  shall  be  no  less  than 
one-third  the  size  of  those  used  in  the 
term  descriptive  of  the  composition  of 


the  product.  In  addition  to  the  name 
prescribed  by  this  paragraph,  a  dietary 
supi^ment  may  be  labeled  with  a  pro¬ 
prietary  name:  Provided,  That  it  is  not 
false  or  misleading  in  any  particular. 

(2)  The  terms  used  to  describe  the 
vitamin  and/or  mineral  composition  of 
dietary  supplements  shall  be  as  follows: 

(i)  “Multivitamin  and  multimineral 
supplement”  for  a  dietary  supplement 
containing  all  vitamins  and  minerals 
identified  as  “mandatory,”  for  the 
group (s)  for  which  the  supplement  is 
offered,  in  the  table  in  paragraph  (d)  <  1) 
of  this  section. 

(ii)  “Multivitamin  supplement"  for  a 
dietary  supplement  containing  all  vita¬ 
mins  identified  as  "mandatory.”  for  the 
group's)  for  which  the  supplement  is 
offered,  in  the  table  in  paragraph  (d)  (1) 
of  this  section. 

(iii)  “Multimineral  supplement”  for  a 
dietary  supplement  containing  all  min¬ 
erals  identified  as  “mandatory,”  for  the 
group(s)  for  which  the  supplement  is 
offered,  in  the  table  in  paragraph  (d) 

(1)  of  this  section. 

(iv)  “Multivitamin  and  iron  supple¬ 
ment”  or  “multivitamin  supplement  with 
iron”  for  a  dietary  supplement  contain¬ 
ing  all  vitamins  identified  as  “manda¬ 
tory,”  for  the  group(s)  for  which  the 
supplement  is  offered,  in  the  table  in 
paragraph  (d)  <1)  of  this  section  and  the 
mineral  iron. 

(V)  “ _ supplement”  for  a  dietary 

supplement  containing  a  single  vitamin 
or  mineral  listed  in  paragraph  (d)  of 
this  section  (the  blank  to  be  filled  in  with 
the  name  of  the  vitamin  or, mineral). 

(vl)  “Dietary  supplement  of  vitamins 
A,  D,  and  C”  for  a  preparation  complj’- 
ing  with  paragraph  (b)(1)  (v)  of  this 
section,  provided  that  if  vitamin  E  is  in¬ 
cluded,  the  term  shall  read  “•  •  •  vita¬ 
mins  A.  D.  C.  and  E  *  *  *,”  and  that  if 
iron  is  included,  the  term  shall  conclude 
with  “•  •  *  with  iron”  or  “•  •  *  and 
iron.” 

(vii)  If,  pursuant  to  section  411(a)(1) 
of  the  act  and  paragraph  (e)  (1)  of  this 
section,  the  dietary  supplement  contains 
more  than  one  vitamin  or  mineral  but 
does  not  meet  the  criteria  for  any  of  the 
preparations  identified  in  paragraph  (h) 

(2)  (i)  through  (vi)  of  this  section,  the 
preparation  shall  bear  a  term  that  is  ac- 
ciu-ately  descriptive  of  its  vitamin  and 
or  mineral  composition.  e.g.,  “dietary 
supplement  of  vitamins  A,  C,  and  E.” 
The  term  “multivitamin”  shall  not  be 
used  to  describe  a  product  which  fails  to 
provide  all  of  the  vitamins  identified  as 
“mandatory,”  for  the  group(s)  for 
which  the  supplement  is  offered,  in  the 
table  in  paragraph  (d).  except  as  pro¬ 
vided  in  the  second  proviso  clause  of 
paragraph  (b)(1)  of  this  section  with 
respect  to  a  liquid  multivitamin  prepa¬ 
ration  which  does  not  include  folic  acid, 
and  the  term  “multivitamin”  shall  not  be 
used  to  describe  a  product  which  fails  to 
provide  all  of  the  minerals  identified  as 
“mandatory,”  for  the  group(s)  for  which 
the  siipplement  is  offered,  in  the  table  in 
paragraph  (d)(1)  of  this  section. 

(3)  The  phrases  used  to  designate  the 
group(s)  for  which  a  dietary  supplement 
is  intended  shsdl  be  as  follows: 


(1)  “For  infants.” 

(ii)  “For  children  under  4  years  of 
age.” 

(iii)  “For  adults  and  children  4  or 
more  years  of  age.” 

(iv)  “For  pregnant  or  lactating 
women.” 

(V)  If.  pursuant  to  section  411<a)(l) 
of  the  act  and  paragraph  (e)(1)  of  this 
section,  a  dietary  supplement  does  not 
comply  with  the  formulation  and  po¬ 
tency  criteria  established  in  paragraphs 
(b)  and  (c)  of  this  section,  the  supple¬ 
ment  may  not  be  offered  for  any  of  the 
groups  identified  in  paragraph  (h>(3) 
(i)  through  (iv)  because  the  exemption 
from  formulation  and  potency  restric¬ 
tions  authorized  by  section  411(a)(1)  of 
the  act  and  paragraph  (e)(1)  of  this 
section  does  not  apply  to  preparations 
offered  for  use  by  persons  under  12  years 
of  age  or  by  pregnant  or  lactating 
women.  Such  a  preparation  shall  accu¬ 
rately  identify  the  group  for  which  it  is 
offered,  e.g.,  “For  adults”  or  “For  per¬ 
sons  12  years  of  age  or  older,  other  than 
pregnant  or  lactating  women.” 

(i)  Format  for  listing  vitamins  and 
minerals.  (1)  Immediately  following  the 
name  of  the  dietary  supplement  (l.e.,  the 
term  descriptive  of  the  vitamin  and  or 
mineral  composition  of  the  product  to¬ 
gether  with  the  phrase  or  plirases  desig¬ 
nating  the  group  (s)  for  which  the  sup¬ 
plement  is  intended,  as  required  by  para¬ 
graph  (h)  of  this  section)  on  the  princi¬ 
pal  display  panel,  or  on  the  information 
panel  pursuant  to  S  101.2  of  this  chapter 
if  insufScient  space  is  available  on  the 
principal  display  panel,  the  label  shall 
bear  a  listing  in  tabular  form  of  each  of 
the  vitamins  and/or  minerals  supplied  by 
the  specified  daily  quantity  of  the  die¬ 
tary  supplement,  such  daily  quantity 
being  specified  at  the  top  of  the  list.  (In 
the  event  a  dietary  supplement  is  offered 
for  more  than  one  group,  the  specified 
daily  quantity  and  listing  of  vitamins 
and/or  minerals  for  each  group  shall  be 
stated  separately  on  the  label.)  The  vita¬ 
mins  and/or  minerals  shall  be  described 
by  the  names  appearing  in  paragraph 
(d)  of  this  section  and  shall  grouped 
and  identified  separately  as  “vitamins” 
and/or  “minerals"  without  reference  to 
“mandatory”  or  "optional.”  Within  each 
category  (l.e.,  “vitamins”  and  “miner¬ 
als”),  the  vitamins  or  minerals  shall  ap¬ 
pear  in  the  order  listed  in  paragraph  <d ) 
of  this  section.  The  quantity  of  each  vi¬ 
tamin  and/or  mineral  present  in  a  spec¬ 
ified  daily  quantity  of  the  dietary  sup¬ 
plement  shall  be  stated  tts  a  part  of  this 
list  and  expressed  in  percentage  of  the 
U.S.  RDA  for  each  group  for  which  the 
supplement  is  offered.  The  quantity  of 
each  vitamin  and/or  mineral  present  in 
the  specified  daily  quantity  of  the  die¬ 
tary  supplement  shall  also  appear  in  the 
tabular  listing  in  terms  of  the  unit  oi 
measure  specified  in  paragraph  (d)(1) 
of  this  section:  Provided,  That  if  the  die¬ 
tary  supplement  includes  a  vitamin  or 
mineral  for  which  no  U.S.  RDA  has  been 
established,  the  listing  shall  state  the 
quantity  in  standard  metric  units  of 
weight  of  each  such  nutrient  supplied  by 
the  food  when  consumed  in  the  specified 
quantity  during  a  period  of  1  day,  ac- 
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companied  by  the  statement  “No  U.S. 
Recommended  Daily  Allowance  (UB. 
RDA)  has  been  established  for  this  nu¬ 
trient,”  or  followed  by  an  asterisk  refer¬ 
ring  to  another  asterisk  placed  at  the 
bottom  of  the  table  and  followed  by  that 
statement. 


(3)  The  following  synonynu  may  be 
added  in  parentheses  immediately  fol¬ 
lowing  the  name  of  the  vitamin  in  the 
listing  described  in  paragraph  (i)(l)  of 
this  section: 

Vitamin  Synonym 

Vitamin  C _  Ascorbic  acid. 

Folic  acid _  Polacln. 

Riboflavin _  Vitamin  B,. 

Thiamine _  Vitamin  B,. 

(j)  List  of  ingredients.  A  separate  list 
of  all  ingredients  used  in  the  manufac¬ 
ture  of  the  product  shall  be  included  on 
the  panel  pursuant  to  the  requirements 
of  Part  101  of  this  chapter.  Such  list  shall 
include  the  natural  source  or  chemical 
form  of  each  individual  nutrient  present 
in  the  dietary  supplement. 

(k)  Dietary  supplements  containing 
alcohol.  When  a  dietary  supplement  is 
in  liquid  form  and  contains  sdcohol,  the 
label  shall  state  the  percent-by-volume 
of  alcohol  present. 

(l)  Expiration  date.  A  dietary  supple¬ 
ment  containing  one  or  more  nutrients 
subject  to  deterioration  below  the  labeled 
value  before  consumption  shall  bear  on 
its  outside  wrapper  or  container,  as  well 
as  on  the  label  of  its  immediate  con¬ 
tainer,  the  statement:  “Expiration  date 

_ the  blank  to  be  filled  in  with 

a  month  and  year.  The  expiration  date 
shall  be  the  date  selected  by  the  manu¬ 
facturer,  packer,  or  distributor  of  the 
dietary  supplement  on  the  basis  of  tests 
or  other  information  showing  that  the 
dietary  supplement,  imtil  that  date,  un¬ 
der  the  conditions  of  handling,  storage, 
and  use  prescribed  by  directions  appear¬ 
ing  on  its  label,  or,  in  the  absence  of 
such  preserved  directions,  under  cus¬ 
tomary  or  usual  cemditions  oi  handling, 
storage  and  iise,  will  contain  not  less 
than  the  quantity  of  each  such  vitamin 
and/or  mineral,  as  set  f<M*th  on  its  label, 
when  consumed. 

(m)  Conspicuousness  of  labeling.  All 
labeling  informatkm  required  by  this 
section  shall  a^iear  with  the  conspic- 
uoysness  requir^  by  section  403(f)  of  the 
act  and  $101.2  of  this  chiq)ter.  In  addi¬ 
tion,  the  following  labeling  requirements 
shall  be  met: 

(1)  The  list  of  nutrients  required  by 
paragraph  (i)  (1)  this  section  shall 
appear  in  imiform  type  siae. 

(2)  The  synonyms  pennltted  by  para¬ 
graph  (i)  (3)  of  this  section,  if  used,  and 


(2)  For  determining  the  percentage 
contents  of  the  U.S.  RDA’s  present  in  the 
dietary  supplement,  the  quantitative 
content  of  the  following  vitamins  shall 
be  calculated  in  terms  of  the  following 
chemically  identifiable  reference  forms: 


the  list  of  ingredients  required  by  para¬ 
graph  (j)  of  this  section  shall  appear  in 
uniform  type  size,  and  in  type  size  no 
larger  than  that  used  for  the  list  of  nu¬ 
trients  required  by  paragraph  (i)(l)  of 
this  section. 

(n)  Certain  labeling  prohibitions.  Be¬ 
cause  dietary  supplements  are  foods  for 
special  dietary  use,  the  labels  and  label¬ 
ing  for  dietary  supplements  are  subject  to 
the  prohibitions  contained  in  §  105.60(b) 
in  addition  to  the  requirements  of  this 
section. 

(Secs.  201(n),  401,  403  (a)  and  (J),  411,  701 
(a)  and  (e),  52  Stat.  1041,  1046-1048,  1055. 
70  Stat.  919.  90  Stat.  410-411  (21  U.S.C.  321 
(n),  341,  343  (a)  and  (j),  350,  371  (a)  and 
(el).) 

PART  108— EMERGENCY  PERMIT 
CONTROL 

Subpart  A — General  Proviaiona 

Sec. 

108.3  Deflnltions. 

108.5  Determination  of  the  need  for  a 

permit. 

108.6  Revocation  of  determination  of  need 

for  permit. 

108.7  Issuance  or  denial  of  permit. 

108.10  Suspension  and  reinstatement  of 

permit. 

108.12  Manufacturing,  processing,  or  pack¬ 
ing  without  a  permit,  or  in  viola¬ 
tion  of  a  permit. 

108.19  Establishment  of  requirements  for 
exemption  from  section  404  of  the 
act. 

Subpart  B — Specific  Requirements  and  Condi¬ 
tions  for  Exemption  From  or  Compliance  With 
an  Emergency  Permit 

108.35  Thermal  processing  of  low-acid  foods 
packaged  in  hermetlctUly  sealed 
containers. 

Authoritt:  Secs.  402,  404,  701,  52  Stat. 
1046-1047  as  amended.  1048,  1065-1056  as 
amended  by  70  Stat.  919  and  72  SUt.  948  (21 
U.S.C.  342,  344,  371). 

Subpart  A — General  Provisions 

§  108.3  Definition!.. 

(a)  The  definitions  contained  in  sec- 
tiem  201  of  the  Federal  Food,  Drug,  and 
Cosmetic  Act  are  applicable-  to  such 
terms  when  used  in  this  part. 

(b)  “Ctmimissioner”  means  the  Com¬ 
missioner  of  Food  and  Drugs. 

(c)  “Act"  means  the  Federal  Food, 
Drug,  and  Cosmetic  Act,  as  amended. 

(d)  “Pecmlt”  means  an  emergency 
permit  issued  by  the  Commissitmer  pur¬ 


suant  to  section  404  of  the  act  for  such 
temporary  period  of  time  as  may  be  nec¬ 
essary  to  protect  the  public  health. 

(e)  “Manufacture,  processing,  or  pack¬ 
ing  of  food  in  any  locality”  means  activ¬ 
ities  conducted  in  a  single  plant  or 
establishment,  a  series  of  plants  under 
a  single  management,  or  all  plants  in 
an  industry  or  region,  by  a  manufac¬ 
turer,  processor,  or  packer. 

§  108.5  Determination  of  the  need  for  a 
permit. 

(a)  Whenever  the  Commissioner  de¬ 
termines  after  investigation  that  a  man¬ 
ufacturer,  processor,  or  packer  of  a  food 
for  which  a  regulation  has  been  promul¬ 
gated  in  Subpart  B  of  this  part  does  not 
meet  the  mandatory  conditions  and  re¬ 
quirements  established  in  such  regula¬ 
tion,  he  shall  issue  to  such  manufacturer, 
processor,  or  packer  an  order  determin¬ 
ing  that  a  permit  shall  be  required  before 
the  food  may  be  introduced  or  delivered 
for  introduction  into  interstate  commerce 
by  that  person.  The  order  shall  specify 
the  mandatory  conditions  and  require¬ 
ments  with  which  there  is  a  lack  of 
compliance. 

(1)  The  manufacturer,  processor,  or 
packer  shall  have  3  working  days  after 
receipt  of  such  order  within  which  to  file 
objections.  Such  objections  may  be  filed 
by  telegram,  telex,  or  any  other  mode  of 
written  communication  addressed  to  the 
Food  and  Drug  Administration,  Bureau 
of  Foods,  200  C  St.  SW.,  Washington, 
DC  20204.  If  such  objections  are  filed, 
the  determination  is  stayed  pending  a 
hearing  to  be  held  within  5  working  days 
after  the  filing  of  objections  on  the 
issues  involved  unless  the  Commissioner 
determines  that  the  objections  raise  no 
genuine  and  substantial  issue  of  fact  to 
justify  a  hearing. 

(2)  If  the  Commissioner  finds  that 
there  is  an  imminent  hazard  to  health, 
the  order  shall  contain  this  finding  and 
the  reasons  therefor,  and  shall  state  that 
the  determination  of  the  need  for  a  per¬ 
mit  is  effective  immediately  pending  an 
expedited  hearing. 

(b)  A  hearing  under  this  section  shall 
be  conducted  by  the  Commissioner  or  his 
designee  at  a  location  agreed  upon  by 
the  objector  and  the  Commissioner  or,  if 
such  agreement  cannot  be  reached,  at  a 
location  designated  by  the  CcMnmissioner. 
The  manufacturer,  processor,  or  packer 
shall  have  the  right  to  cross-examine  the 
Food  and  Drug  Administration’s  wit¬ 
nesses  and  to  present  witnesses  on  his 
own  behalf. 

(c)  Within  5  working  days  after  the 
hearing,  and  based  on  the  evidence  pre¬ 
sented  at  the  hearing,  the  Commissioner 
shall  determine  whether  a  permit  is  re¬ 
quired  and  shall  so  inform  the  manu¬ 
facturer,  processor,  or  packer  in  writ¬ 
ing,  with  the  reasons  for  his  decision. 

(d)  The  Commissioner’s  determina¬ 
tion  of  the  need  for  a  [lermit  constitutes 
final  agency  action  from  which  appeal 
lies  to  the  courts.  ’The  Cranmissioner 
will  not  stay  a  detenninatiim  of  the  need 
for  a  permit  pending  court  appeal  ex¬ 
cept  in  imusual  circumstances,  but  will 
participate  in  expediting  any  such 
appeal. 


iteferenoe  form 


N'itainin 

Name 

Folic  acid _ _ 

_  Pteroyi  niono-/,-glulamic  acid _ _ _ 

Vitamin  Bu . 

_ ('yanocobtUamin  _ _ _ 

Einpirical  furimila 


(•■{<(>« 

Ci.HitCIN.OS  iin 

(’i7n.«Ni<)» 

CiIljNO, 

CsHiiNO, 

C,Ui;.N(ts 


Moln-ular 

weight 


1T6. 12 
441.41 
;W7. 28 
876.  a7 
123.11 
169.18 
1,  4(1 

244.31 
219.23 
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§  108.6  Revocation  of  determination  of 
need  for  permit. 

(a)  A  permit  shall  be  required  only 
during  such  temporary  period  as  is  nec¬ 
essary  to  protect  the  public  health. 

(b)  Whenever  the  Commissioner  has 
reason  to  believe  that  a  permit  holder  is 
in  compliance  with  the  mandatory  re¬ 
quirements  and  conditions  established  in 
Subpart  B  of  this  part  and  is  likely  to  re¬ 
main  in  compliance,  he  shall,  (m  his  own 
initiative  or  on  the  application  of  the 
permit  holder,  revoke  both  the  deter¬ 
mination  of  need  for  a  permit  and  the 
permit  that  had  been  issued.  If  denied, 
the  applicant  shall,  upon  request,  be  af¬ 
forded  a  hearing  conducted  in  accord¬ 
ance  with  §  108.5  (b)  and  (c)  as  soon  as 
practicable.  Such  revocation  is  without 
prejudice  to  the  initiation  of  further 
permit  proceedings  with  respect  to  the 
same  manufacturer,  processor,  or  packer 
should  later  information  again  show  the 
need  for  a  permit. 

§  108.7  I<i8uanre  or  denial  of  permit. 

(a)  After  a  determination  and  notifi¬ 
cation  by  the  Commissioner  in  accord¬ 
ance  with  the  provisions  of  S  108.5  that  a 
manufacturer,  processor,  or  packer  re¬ 
quires  a  permit,  such  manufacturer, 
processor,  or  packer  may  not  thereafter 
introduce  or  deliver  for  introduction  into 
interstate  commerce  any  such  food  man¬ 
ufactured,  processed,  or  packed  by  him 
tmless  he  holds  a  permit  issued  by  the 
Commissioner  or  obtains  advance  written 
approval  of  the  Food  and  Drug  Admin¬ 
istration  pursuant  to  §  108.12(a) . 

(b)  Any  manufacturer,  processor,  or 
packer  for  whom  the  Commissioner  has 
made  a  determination  that  a  permit  is 
necessary  may  apply  to  the  Commis¬ 
sioner  for  the  issuance  of  such  a  permit. 
The  application  shall  contain  such  data 
and  information  as  is  necessary  to  show 
that  all  mandatory  requirements  and 
conditions  for  the  manufacturer,  process¬ 
ing  or  packing  of  a  food  for  which  regu¬ 
lations  are  established  in  Subpart  B  of 
this  part  are  met  and,  in  particular,  shall 
show  that  the  deviations  specified  in  the 
C(xnmissloner’s  determination  of  the 
need  for  a  permit  have  been  corrected  or 
suitable  interim  measures  established. 
Within  10  working  days  after  receipt  of 
such  application,  (except  that  the  Com¬ 
missioner  may  extend  such  time  an  ad¬ 
ditional  10  working  days  where  neces¬ 
sary),  the  Commissioner  shall  issue  a 
permit,  deny  the  permit,  or  offer  the  ap¬ 
plicant  a  hearing  conducted  in  accord¬ 
ance  with  §  108.5  (b)  and  (c)  as  to 
whether  the  permit  should  be  Issued.  The 
Commissioner  shall  issue  such  a  permit 
to  which  shall  be  attached,  in  addition 
to  the  mandatory  requirements  and  con¬ 
ditions  of  Subpart  B  of  this  part,  any  ad¬ 
ditional  requirements  or  conditions 
which  may  be  necessary  to  protect  the 
public  health  if  he  finds  that  all  manda¬ 
tory  requirements  and  conditions  of  Sub- 
part  B  of  this  part  are  met  or  suitable 
Interim  measures  are  established. 

(c)  Denial  of  a  permit  constitutes  final 
agency  action  from  which  appeal  lies  to 
the  courts.  The  Commissioner  win  not 
stay  such  denial  pending  court  appeal 


except  in  unusual  circumstances,  but  will 
participate  in  expediting  any  sxich  ap¬ 
peal. 

§  108.10  SiMprnsion  and  reiii»tatenient 
of  permit. 

(a)  Whenever  the  Commissioner  finds 
that  a  permit  holder  is  not  in  compliance 
with  the  mandatory  requirements  and 
conditions  establish^  by  the -permit,  he 
shall  Immediately  suspend  the  permit 
and  so  inform  the  permit  holder,  with 
the  reasons  for  the  suspension. 

(b)  Upon  application  for  reinstatement 
of  a  permit,  the  Commissioner  shall, 
within  10  working  days,  reinstate  the 
permit  if  he  finds  that  the  person  is  in 
complisuice  with  the  mandatory  require¬ 
ments  and  conditions  established  by  the 
p>ennit  or  deny  the  application. 

(c)  Any  person  whose  permit  has  been 
suspended  or  whose  application  for  re¬ 
instatement  has  been  denied  may  re¬ 
quest  a  hearing.  The  hearing  shall  be 
cmiducted  by  the  Commissioner  or  his 
designee  within  5  working  days  of  receipt 
of  the  request  at  a  location  agreed  upon 
by  the  objector  and  the  Commissioner  or, 
if  an  agreement  cannot  be  reached,  at  a 
location  designated  by  the  Commissioner. 
The  permit  holder  shall  have  the  right 
to  present  witnesses  on  his  own  behalf 
and  to  cross-examine  the  Food  and  Drug 
Administration’s  witnesses. 

(d>  W’ithin  5  working  days  after  the 
hearing,  and  based  (m  the  evidence  pre¬ 
sented  at  the  hearing,  the  Commissioner 
shall  determine  whether  the  permit  shall 
be  reinstated  and  shall  so  inform  the  per¬ 
mit  holder,  with  the  reasons  for  his 
decision. 

(e)  Denial  of  an  application  for  rein¬ 
statement  of  a  permit  constitutes  final 
agency  action  from  which  appeal  lies  to 
the  courts.  The  Commisioner  will  not 
stay  such  denial  pending  court  appeal  ex¬ 
cept  in  unusual  circumstances,  but  will 
participate  in  expediting  any  such  ap¬ 
peal. 

§  108.12  Manufacturing,  processing,  or 
packing  without  a  permit,  or  in  vio¬ 
lation  of  a  permit. 

(a)  A  manufacturer,  processor,  or 
packer  may  continue  at  his  own  risk  to 
manufacture,  process,  or  pack  without  a 
permit  a  food  for  which  the  Commis¬ 
sioner  has  determined  that  a  permit  is 
required.  All  food  so  manufactured,  proc¬ 
essed,  or  packed  during  such  period 
without  a  permit  shall  be  retained  by  the 
manufacturer,  processor,  or  packer  and 
may  not  be  Introduced  or  delivered  for 
introduction  into  interstate  commerce 
without  the  advance  written  approval  of 
the  Food  and  Drug  Administration.  Such 
approval  may  be  granted  only  upon  an 
adequate  showing  that  such  food  is  free 
from  microorganisms  of  public  health 
significance.  The  manufacturer,  proc¬ 
essor,  or  packer  may  provide  to  the  Com¬ 
missioner,  for  his  consideration  in  mak¬ 
ing  any  such  determination,  an  evalua¬ 
tion  of  the  potential  public  health  sig¬ 
nificance  of  such  food  by  a  competent 
authority  in  accordance  with  procedures 
recognized  as  being  adequate  to  detect 
any  potential  hazard  to  public  health. 


Within  20  woiking  days  after  receipt  of 
a  written  request  for  such  written  ap¬ 
proval  the  Fbod  and  Drug  Administra¬ 
tion  shall  either  issue  such  written  ap¬ 
proval  or  deny  the  request.  If  the  request 
is  denied,  the  api^icant  shall,  upon  re¬ 
quest.  be  afforded  a  prompt  hearing  con¬ 
ducted  in  accordance  with  $  108.5  <b> 
and  (c>. 

(b)  Except  as  provided  in  paragraph 
(a)  of  this  section,  no  manufacturer, 
processor,  or  packer  may  introduce  or  de¬ 
liver  for  introduction  into  interstate 
commerce  without  a  permit  or  in  viola¬ 
tion  of  a  permit  a  food  for  which  the 
Commissioner  has  determined  that  a 
permit  is  required.  Where  a  manufac¬ 
turer,  processor,  or  packer  utilizes  a  con¬ 
solidation  warehouse  or  other  storage 
facility  under  his  control,  interstate  ship¬ 
ment  of  any  such  food  from  the  point  of 
production  to  that  warehouse  or  storage 
facility  shall  not  violate  this  paragraph, 
provided  that  no  further  introduction  or 
delivery  for  Introduction  into  interstate 
commerce  is  made  from  that  consoli¬ 
dated  warehouse  or  storage  facility  ex¬ 
cept  as  provided  in  paragraph  (a)  of  this 
section. 

§  108.19  EMublialinienl  of  requirements 
for  exemption  from  i«e<-tiun  101  of 
the  aet. 

«a)  Whenever  the  Commissioner  finds 
after  investigation  that  the  distribution 
in  Interstate  commerce  of  any  class  of 
food  may.  by  reason  of  contamination 
with  microorganisms  during  the  manu¬ 
facture.  processing,  or  packing  thereof 
in  any  locality,  be  injurious  to  health, 
and  that  such  injurious  nature  cannot 
be  adequately  determined  after  such 
articles  have  entered  interstate  com¬ 
merce.  he  shall  promulgate  regulations 
in  Subpart  B  of  this  part  establishing 
requirements  and  conditions  governing 
the  manufacture,  processing,  or  packing 
of  the  food  necessary  to  protect  the 
public  health.  Such  regulations  may  be 
proposed  by  the  Commissioner  on  his 
own  initiative  or  in  response  to  a  petition 
from  any  interested  person  pursuant  to 
Part  2  of  this  chapter. 

(b)  A  manufacturer,  processor,  or 
packer  of  a  food  for  which  a  regulation 
has  been  promulgated  in  Subpart  B  of 
this  pert  shall  be  exempt  from  the  re¬ 
quirement  for  a  permit  only  if  he  meets 
^  of  the  mandatory  requirements  and 
conditions  established  in  that  regulation. 

Subpart  B — Specific  R^uirements  and 

Conditions  for  Exemption  From  or  Com¬ 
pliance  With  an  Emergency  Permit 

§  108.35  Tlirrmal  proreftniiig  of  low-acid 
foodii  packaged  in  hermelicallv 
sealed  containers. 

(a)  Inadequate  or  improper  manufac¬ 
ture,  processing,  or  packing  of  thermally 
processed  low-acid  foods  in  hermet¬ 
ically  sealed  containers  may  result  in 
the  distribution  in  interstate  commerce 
of  processed  foods  that  may  be  injurious 
to  health.  ITie  harmful  nature  of  such 
foods  cannot  be  adequately  determined 
after  these  foods  have  entered  into  in¬ 
terstate  commerce.  The  Commissioner  of 
Food  and  Drugs  therefore  finds  that,  in 
order  to  protect  the  public  health,  it  may 
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be  necessary  to  require  any  commercial 
processor,  in  any  establishmrat  engaged 
in  the  manufacture,  processing,  or  pack¬ 
ing  of  thermally  processed  low-acid  foods 
in  hermetically  sealed  containers,  to  ob¬ 
tain  and  hold  a  temporary  emergency 
permit  provided  for  uMer  section  404  of 
the  Federal  Pood,  Drug,  and  Cosmetic 
Act.  Such  a  permit  may  be  required 
whenever  the  Commissioner  finds,  after 
investigation,  that  the  commercial  proc¬ 
essor  has  failed  to  fulfill  all  ttie  require¬ 
ments  of  this  section,  including  registra¬ 
tion  and  the  filing  of  process  informa¬ 
tion,  and  the  mandatory  portions  of 
Part  113  of  this  chapter.  These  require¬ 
ments  are  intended  to  ensure  safe  manu¬ 
facture,  processing,  and  packing  pro¬ 
cedures  and  to  permit  the  Pood  and  Drug 
Administration  to  verify  that  these  pro¬ 
cedures  are  being  followed.  Such  failure 
shall  constitute  prima  facie  basis  for  the 
immediate  application  of  the  emergency 
permit  control  provisions  of  section  404 
of  the  act  to  that  establishment,  pur¬ 
suant  to  the  procedures  established  in 
Subpart  A  of  this  part. 

(b)  The  definitions  in  §  113.3  of  this 
chapter  are  applicable  when  such  terms 
are  used  in  this  section. 

(c)  Registration  and  process  filing. 

(1)  Registration.  A  commercial  proces¬ 
sor  when  first  engaging  in  the  manufac¬ 
ture,  processing,  or  packing  of  thermally 
processed  low-acid  foods  in  hermetically 
sealed  containers  in  any  state,  as  defined 
in  section  201(a)(1)  of  the  act,  shall, 
not  later  than  10  days  after  first  so 
engaging,  register  with  the  Food  and 
Drug  Administration  on  Form  PD-2541 
(food  canning  establishment  registra¬ 
tion)  information  including  (but  not  lim¬ 
ited  to)  his  name,  principal  place  of  busi¬ 
ness,  the  location  of  each  establishment 
in  which  such  processing  is  carried  on, 
the  processing  method  in  terms  of  the 
type  of  processing  equifxnent  employed, 
and  a  list  of  the  low-acid  foods  so  proc¬ 
essed  in  each  such  establishment.  These 
forms  are  available  from  the  Food  and 
Drug  Administration,  Bureau  of  Foods, 
Industry  Guidance  Branch,  HFF-326, 
200  C  St.  SW.,  Washington,  DC  20204, 
or  at  any  Food  and  Drug  Administration 
district  oflSce.  The  completed  form  shall 
be  submitted  to  the  Food  and  Drug  Ad¬ 
ministration,  Bureau  of  Foods,  Division 
of  Food  Technology,  HFF-419,  200  C  St. 
SW.,  Washington,  DC  20204.  Commer¬ 
cial  processors  presently  so  engaged  shall 
register  not  later  than  July  .13,  1973. 
Commercial  processors  duly  registered  in 
accordance  with  this  section  shall  no¬ 
tify  the  Food  and  Drug  Administration 
not  later  than  90  days  after  such  com¬ 
mercial  processor  ceases  or  discontinues 
the  manufacture,  processing,  or  packing 
of  thermally  processed  foods  in  any  es¬ 
tablishment:  Provideii,  That  such  notifi¬ 
cation  shall  not  be  required  as  to  the 
temporary  cessation  necessitated  by  the 
seasonal  character  of  the  particular  es¬ 
tablishment’s  production  or  caused  by 
temporary  conditions  including  but  not 
limited  to  strikes,  lockouts,  fire,  or  acts 
of  God. 

(2)  Process  filing.  A  commercial  proc¬ 
essor  engaged  in  the  thermal  processing 


of  low-acid  foods  packaged  in  hermeti¬ 
cally  sealed  containers  shall,  not  later 
than  60  days  after  registration  and  prior 
to  the  packing  of  a  new  product,  provide 
the  Food  and  Drug  Administration  in¬ 
formation  as  to  the  scheduled  processes 
including  but  not  limited  to  the  proc¬ 
essing  method,  type  of  retort  or  other 
thermal  processing  equipment  employed, 
minimiun  initial  temperatures,  times  and 
temperatures  of  processing,  sterilizing 
value  (Fo),  or  other  equivalent  scien¬ 
tific  evidence  of  process  adequacy,  criti¬ 
cal  control  factors  affecting  heat  pene¬ 
tration,  and  source  and  date  of  the  estab¬ 
lishment  of  the  process,  for  each  such 
low-acid  food  in  each  container  size: 
Provided,  That  the  filing  of  such  infor¬ 
mation  does  not  constitute  approval  of 
the  information  by  the  Food  and  Drug 
Administration,  and  that  information 
concerning  processes  and  other  data  so 
filed  shall  be  regarded  as  trade  secrets 
within  the  meaning  of  21  U.S.C.  331  (j) 
and  18  U.S.C.  1905.  This  information 
shall  be  submitted  on  the  following  forms 
as  appropriate:  Form  FD-2541a  (food 
canning  establishment  and  process  filing 
for  still  retort  processes) ,  Form  FD-2541b 
(food  canning  establishment  and  process 
filing  for  agitating  processes),  or  Form 
FD-2541C  (food  canning  establishment 
and  process  filing  for  other  than  still  re¬ 
tort  and  agitating  processes) .  These 
forms  are  available  from  the  Food  and 
Drug  Administration,  Bureau  of  Foods. 
Industry  Guidance  Branch,  HFF-326, 
200  C  St.  SW.,  Washington,  DC  20204,  or 
at  any  Food  and  Drug  Administration 
district  office.  The  completed  form(s) 
shall  be  submitted  to  the  Food  and  Drug 
Administration,  Bureau  of  Foods,  Divi-- 
Sion  of  Food  Technology,  HFF-419,  200 
C  St.  SW.,  Washington,  DC  20204. 

(i)  If  all  the  necessary  information  is 
not  available  for  existing  products,  the 
processor  shall,  at  the  time  the  existing 
information  is  provided  to  the  Food  and 
Drug  Administration  request  in  writing 
an  extension  of  time  for  submission  of 
such  information,  specifying  what  addi¬ 
tional  infoimation  is  to  be  supplied  and 
the  date  by  which  it  is  to  be  submitted. 
Within  30  working  days  after  receipt  of 
such  request  the  Food  and  Drug  Admin¬ 
istration  shall  either  grant  or  deny  such 
request  in  writing. 

(ii)  If  a  packer  intentionally  makes  a 
change  in  a  previously  filed  scheduled 
process  by  reducing  the  initial  tempera¬ 
ture  or  retort  temperature,  reducing  the 
time  of  processing,  or  changing  Uie  prod¬ 
uct  formulation,  the  container,  or  any 
other  condition  basic  to  the  adequacy  of 
scheduled  process,  he  shall  prior  to  using 
such  changed  process  obtain  substantia- 
ticm  by  qualified  scientific  authority  as 
to  its  adequacy.  Such  substantiation  may 
be  obtained  by  telephone,  telegram,  or 
other  media,  but  must  be  prcMnptly  re¬ 
corded.  verified  in  writing  by  the  author¬ 
ity,  and  contained  in  the  packer’s  files 
for  review  by  the  Food  and  Drug  Ad¬ 
ministration.  Within  30  days  after  first 
use,  the  packer  shall  submit  to  the  Food 
and  Drug  Administration,  Bureau  of 
Foods.  200  C  St.  SW.,  HFF-419,  Wash¬ 
ington,  DC  20204  a  complete  description 


of  the  modifications  made  and  utilized, 
together  with  a  copy  of  his  file  record 
showing  prior  substantiation  by  a  quali¬ 
fied  scienti^c  authority  as  to  the  safety 
of  the  changed  process.  Any  intentional 
change  of  a  previously  filed  scheduled 
process  or  mo^cation  thereof  in  which 
the  change  ccmsists  solely  of  a  higher 
initial  temperature,  a  higher  retort  tem¬ 
perature,  or  a  longer  processing  time, 
shall  not  be  considered  a  change  subject 
to  this  paragraph,  but  if  that  modifica¬ 
tion  is  thereafter  to  be  regularly  sched¬ 
uled,  the  modified  process  shall  be 
promptly  filed  as  a  scheduled  process, 
accompanied  by  full  information  on  the 
specified  forms  as  provided  in  this 
paragraph. 

(iii)  Many  packers  employ  an  “oper¬ 
ating”  process  in  which  retort  operators 
are  instructed  to  use  retort  temperatures 
and/or  processing  times  slightly  in  ex¬ 
cess  of  those  specified  in  the  scheduled 
process  as  a  safety  factor  to  compensate 
for  minor  fiuctuations  in  temperature  or 
time  to  assure  that  the  minimum  times 
and  temperatures  in  the  scheduled  proc¬ 
ess  are  always  met.  This  would  not  con¬ 
stitute  a  modification  of  the  scheduled 
process. 

(3)  Process  adherence  and  informa¬ 
tion.  (i)  A  commercial  processor  engaged 
in  the  thermal  processing  of  low-acid 
foods  packaged  in  hermetically  sealed 
cwitainers  in  any  registered  establish¬ 
ment  shall  process  each  low-acid  food 
in  each  container  size  in  conformity  with 
at  least  the  scheduled  processes  and 
modifications  filed  pursuant  to  paragraph 
(c)  (2)  of  this  section. 

(ii)  Process  information  availability: 
When  requested  by  the  Food  and  Drug 
Administration  in  writing,  a  commercial 
processor  engaged  in  thermal  processing 
of  low-acid  foods  packaged  in  hermeti¬ 
cally  sealed  containers  shall  provide  the 
Food  and  Drug  Administration  with  any 
information  concerning  processes  and 
procedures  which  is  deemed  necessary 
by  the  Food  and  Drug  Administration  to 
determine  the  adequacy  of  the  process: 
Provided,  That  the  furnishing  of  such 
information  does  not  constitute  approval 
of  the  information  by  the  Food  and  Drug 
Administration,  and  that  the  information 
concerning  processes  and  other  data  so 
furnished  shall  be  regarded  as  trade  se¬ 
crets  within  the  meaning  of  21  U.S.C.  331 
(j)  and  18 U.S.C.  1905. 

(d)  A  commercial  processor  engaged  in 
the  thermal  processing  of  low-acid  foods 
packaged  in  hermetically  sealed  contain¬ 
ers  shall  promptly  report  to  the  Food 
and  Drug  Administration  any  instance 
of  spoilage  or  process  deviation  the  na¬ 
ture  of  which  indicates  potential  health 
significance  where  any  lot  of  such  food 
has  in  whole  or  in  part  entered  distribu¬ 
tion. 

(e)  A  commercial  processor  engaged 
in  thermal  processing  of  low-acid  foods 
packaged  in  hermetically  sealed  contain¬ 
ers  shall  promptly  report  to  the  Food 
and  Drug  Administration  any  instance 
wherein  any  lot  of  such  food,  which  may 
be  injurious  to  health  by  reason  of  con¬ 
tamination  with  microorganisnts,  has  in 
whole  or  in  part  entered  distribution. 
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(f )  A  commercial  processor  engaged  in 
the  thermal  processing  oi  low-acid  foods 
packaged  In  hermetically  sealed  contain¬ 
ers  shall  have  prepared  and  In  his 
files  a  current  procedure  which  he  will 
use  for  products  under  his  control  and 
which  he  will  ask  his  distributor  to  fol¬ 
low,  Including  plans  for  effecting  recalls 
of  any  product  that  may  be  injurious  to 
health;  for  identifying,  collecting,  ware- 
liousing,  and  cmitrolling  the  product;  for 
determining  the  effectiveness  of  such  re¬ 
call;  for  notifsrlng  the  Food  and  Drug 
Administration  of  any  such  recall;  and 
for  implementing  such  recall  program. 

(g)  All  operators  of  retorts,  thermal 
processing  systems,  aseptic  processing 
and  packaging  systems,  or  other  thermal 
processing  systems,  and  container  clo¬ 
sure  inspectors  shsill  be  under  the  op¬ 
erating  supervlsi(Mi  of  a  person  who  has 
attended  a  school  approved  by  the  Com¬ 
missioner  for  giving  instruction  in  retort 
<^rati(Xis,  aseptic  processing  and  pack¬ 
aging  systems  operations  or  other 
thermal  processing  systems  operations, 
and  container  closure  inspections,  and 
has  satisfactorily  completed  the  pre¬ 
scribed  course  of  Instruction:  Provided, 
That  this  requirement  shall  not  apply  in 
the  State  of  California  as  listed  in  pcuu- 
graph  (J)  of  this  section  and  shall  not 
apply  imtll  March  25,  1975  in  any  other 
State.  The  Commissioner  will  not  with¬ 
hold  approval  of  any  school  qualified  to 
give  such  instructi(m. 

(h)  A  commercial  processor  engaged 
in  the  thermal  processing  of  low-acid 
foods  packaged  in  hermetically  sealed 
containers  shall  prepare,  review,  and  re¬ 
tain  at  the  processing  plant  for  a  period 
of  not  less  than  one  year,  and  at  the 
processing  plant  or  other  reasonably  ac- 
ce^ible  location  for  an  additional  two 
years,  all  records  of  processing,  devia¬ 
tions  in  processing,  container  closure  in¬ 
spections,  and  other  records  specified  in 
Part  113  of  this  chapter.  If  during  the 
first  year  of  the  three-year  record  reten¬ 
tion  period  the  processing  plant  is  closed 
for  a  prolonged  period  between  seasonal 
packs,  the  records  may  be  transferred  to 
some  other  reasonably  accessible  loca¬ 
tion  at  the  end  of  the  seasonal  pack. 
Upon  written  demand  during  the  course 
of  a  factory  inspection  piu:suant  to  sec¬ 
tion  704  of  the  act  by  a  duly  authorized 
employee  of  the  Food  and  Drug  Ad¬ 
ministration,  a  commercial  processor 
shall  permit  the  inspecticm  and  copying 
by  such  employee  of  these  records  to 
verify  the  adequacy  of  processing,  the 
integrity  of  container  closures,  and  the 
coding  of  the  products. 

(i)  ITiis  section  shall  not  apply  to  the 
commercial  processing  of  any  food  proc¬ 
essed  under  the  continuous  inspection  of 
the  meat  and  poultry  inspection  program 
of  the  Animal  and  Plant  Health  Inspec¬ 
tion  i^rvice  of  the  Department  of  Agri¬ 
culture  under  the  Federal  Meat  Inspec¬ 
tion  Act  (34  Stat.  1256,  as  amended  by  81 
Stat.  584  (21  U.S.C.  601  et  seq.))  and 
the  Poultry  Products  Inspection  Act  (71 
Stat.  441,  as  amended  by  82  Stat.  791  (21 
n.S.C.451etseq.)). 

(J)  Compliance  with  State  regula¬ 
tions:  (1)  Wherever  the  Commissioner 


finds  that  any  State  regulates  the  (xmi- 
mercial  thermal  processing  of  low-acid 
foods  in  accordance  with  effective  regu¬ 
lations  specifying  at  least  the  require¬ 
ments  ot  Part  113  of  this  chapter,  he 
shall  issue  a  noti<^  stating  that  compli¬ 
ance  with  such  State  regulations  shall 
constitute  compliance  with  Part  113  of 
this  chapter.  However,  the  provi8i<ms  of 
this  section  shall  remain  applicable  to 
the  conunercial  processing  of  low-acid 
foods  in  any  such  State,  except  that, 
either  the  State  through  its  re^atory 
agency  or  each  prcxressor  of  low-acid 
foods  in  such  State  shall  filed  with  the 
Bureau  of  Foods  the  registration  in¬ 
formation  and  the  processing  informa¬ 
tion  prescribed  in  paragraph  (c>  of  this 
section. 

(2)  The  Commissioner  finds  that  the 
regulations  adopted  by  the  State  of  Cali¬ 
fornia  under  the  laws  relating  to  cannery 
inspectlcms  governing  thermal  processing 
of  low-acid  foods  packaged  in  hermeti- 
cially  sealed  containers  satisfy  the  re¬ 
quirements  of  Part  113  of  this  chapter. 

Accordingly,  processors,  who  under  the 
laws  relating  to  cannery  inspections  are 
licoised  by  the  State  of  California  and 
who  comply  with  such  state  regulations, 
shall  be  deemed  to  comply  with  the  re¬ 
quirements  of  Part  113  of  this  chapter. 

(k)  Imports:  (1)  This  section  shall 
apply  to  any  foreign  commercial  proc¬ 
essor  engaged  in  the  thermal  pr(x;essing 
of  low-acid  foods  packaged  in  hermeti¬ 
cally  sealed  containers  and  offering  such 
foods  for  import  into  the  United  States 
except  that,  in  lieu  of  providing  for  the 
issuance  of  an  emergency  permit  under 
paragraph  (a)  of  this  section,  the  Com¬ 
missioner  will  request  the  Secretary  of 
the  Treasury  to  refuse  admission  into  the 
United  States,  pursuant  to  section  801  of 
the  act,  of  any  such  low-acid  f<xxis  which 
the  Commissioner  determines,  after  in¬ 
vestigation,  may  result  in  the  distribu¬ 
tion  in  Interstate  commerce  of  processed 
foods  that  may  be  injurious  to  health  as 
set  forth  in  paragraph  (a)  of  this  sec¬ 
tion. 

(2)  Any  such  food  refused  admission 
shall  not  be  admitted  imtil  such  time  as 
the  Commissioner  may  determine  that 
the  commercial  processor  offering  the 
food  for  import  is  in  compliance  with 
the  requirements  and  conditions  of  this 
section  and  that  such  food  is  not  injuri¬ 
ous  to  health.  For  the  purpose  of  making 
such  determination,  the  Commissioner 
reserves  the  right  for  a  duly  authorized 
employee  of  the  Food  and  Drug  Adminis¬ 
tration  to  inspect  the  ccmunercial  proc¬ 
essor’s  manufacturing,  processing,  and 
packing  facilities. 

(l)  The  following  data  and  informa¬ 
tion  submitted  to  the  Food  and  Drug  Ad¬ 
ministration  pursuant  to  this  section  are 
not  available  for  public  disclosure  unless 
they  have  been  previously  disclosed  to 
the  public  as  defined  in  S  4.81  of  this 
chapter  or  they  relate  to  a  product  or 
ingredient  that  has  been  abandoned  and 
they  no  longer  represent  a  trade  secret 
or  confidential  commercial  or  financial 
information  as  defined  in  |4.61  of  this 
chapter: 


(1)  Manufacturing  methods  or  i»t)c- 
esses,  including  quality  control  infor¬ 
mation. 

(2)  Production,  sales,  distribution,  and 
similar  data  and  information,  except 
that  any  compilation  of  such  (lata  and 
Information  aggregated  and  prepared 
in  a  way  that  does  not  reveal  data  or  in¬ 
formation  which  is  not  available  for  pub- 
lice  disclosure  under  this  provision  is 
available  for  public  disclosure. 

(3)  Quantitative  or  semiquantitative 
formulas. 


PART  10»— UNAVOIDABLE  CONTAMI¬ 

NANTS  IN  FOOD  AND  FOOD-PACKAGING 

MATERIAL 

Subpart  A  Oawral  Provialom 

Sec. 

109.3  Definitions  and  Interpretatioivs. 

109.15  Use  of  polychlorinated  biphenyls 
(PCB's)  In  establishments  manu¬ 
facturing  food-packaging  mate¬ 
rials. 

SubBart  ■— Tolarancas  for  Unawoidabla 
Poisonous  or  Daletarious  Substances 

100.30  Temporary  tolerances  for  polychlori¬ 
nated  biphenyls  (PCB's). 

Authoeitt:  Secs.  40a(a),  406,  409,  701,  52 
Stat.  1046  as  amended.  1049  as  amended, 
1055-1056  as  amended  by  70  Stat.  919  and 
72  Stat.  948,  72  Stet.  1785-1788  as  amended 
(21  u  s  e.  342(a),  346,  348,  371). 

Subpart  A — General  Provisions 
§  109.3  Definilions  and  interprelatioiis. 

(a)  The  definitions  and  interpretations 
of  terms  contained  in  section  201  of  the 
Federal  Food,  Drug,  and  Cosmetic  Act 
shall  be  ai^licable  to  such  terms  when 
used  in  this  part. 

(b)  Unavoidable  natural,  environ¬ 
mental,  or  industrial  contaminants  in¬ 
clude  any  poisonous  or  deleterious  sub¬ 
stance  added  to  any  fo<xl  where  such 
substance  cannot  be  avoided  by  good 
manufacturing  practice. 

§  109.15  Use  of  polychlorinatfHl  ui- 
phonyls  (PCB’s)  in  establishments 
manufacturing  food-parkaging  ma¬ 
terials. 

(a)  Polychlorinated  biphenyls  (PCB’s) 
represent  a  class  of  toxic  industrial 
chemicals  manufactured  and  sold  under 
a  variety  of  trade  names,  including: 
Ar(x;lor  (United  States) ;  Phenoclor 
(France) ;  Colphen  (Germany) ;  and 
Kanaclor  (Japan).  PCB’s  are  highly 
stable,  heat  resistant,  and  nonfiamma- 
ble  chemicals.  Industrial  uses  of  PCB’s 
include,  or  did  include  in  the  past,  their 
use  as  electrical  transformer  and  capaci¬ 
tor  fluids,  heat  transfer  fiuids,  hydraulic 
fiuids,  and  plasticizers,  and  in  formula¬ 
tions  of  lubricants,  coatings,  and  inks. 
Their  unique  physical  and  chemical 
properties  and  widespread,  uncontrolled 
industrial  applications  have  caused 
PCB’s  to  be  a  persistent  and  ubiquitous 
contaminant  in  the  environment,  caus¬ 
ing  the  contamination  of  certain  foods. 
In  addition,  incidents  have  ocemred  in 
which  PC3’s  have  directly  contaminated 
animal  feeds  as  a  result  of  industrial 
accidents  (leakage  or  spillage  of  PCB 
fiuids  from  plant  equipment) .  These  ac¬ 
cidents  in  tiun  caused  the  contamina¬ 
tion  of  fo<xl  products  intended  for  hinnan 
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consumptkm  (meat,  milk  and  eggs).  In¬ 
vestigations  by  the  Pood  and  Drug  Ad¬ 
ministration  have  revealed  that  a  signifi¬ 
cant  percentage  of  paper  food-packaging 
material  contains  PCB’s  which  can  mi¬ 
grate  to  the  packaged  food.  The  origin 
of  PCB’s  in  such  material  is  not  fully 
understood.  Reclaimed  fibers  containing 
carbonless  copy  paper  (contains  3  to  5 
percent  PCB’s)  have  been  identified  as 
a  primary  source  of  PCB’s  in  paper  prod¬ 
ucts.  Some  virgin  paper  products  have 
also  been  found  to  contain  PCB’s,  the 
source  of  which  is  generally  attributed 
to  direct  contamination  from  industrial 
accidents  from  the  use  of  PCB -contain¬ 
ing  equipment  and  machinery  in  food 
packaging  manufacturing  establish¬ 
ments.  Since  PCB’s  are  toxic  chemicals, 
the  PCB  contamination  of  food-packag¬ 
ing  materials  as  a  result  of  industrial 
accidents,  which  can  cause  the  PCB  con¬ 
tamination  of  food,  represents  a  hazard 
to  public  health.  It  is  therefore  necessary 
to  place  certain  restrictions  on  the  in¬ 
dustrial  uses  of  PCTB’s  in  establishments 
manufacturing  food-packaging  mate¬ 
rials. 

(b)  The  following  special  provisions 
are  necessary  to  preclude  the  accidental 
PCB  contamination  of  food-packaging 
materials: 

(1)  New  equipment  or  machinery  for 
manufactiu'ing  food-packaging  materials 
shall  not  contain  or  use  PCB’s. 

(2)  On  or  before  September  4,  1973, 
the  management  of  establishments  man¬ 
ufacturing  food -packaging  materials 
shall: 

(i)  Have  the  heat  exchange  fluid  used 
in  existing  equipment  for  manufacturing 
food-packaging  materials  sampled  and 
tested  to  determine  whether  it  contains 
PCB’s  or  verify  the  absence  of  PCB’s  in 
such  formulations  by  other  appropriate 
means.  On  or  before  Sept.  4,  1973,  any 
such  fluid  formulated  with  PCB’s  must 
to  the  fullest  extent  posible  commen¬ 
surate  with  current  good  manufacturing 
practices  be  replaced  with  a  heat  ex¬ 
change  fluid  that  does  not  contain  PCB’s. 

(ii)  Eliminate  to  the  fullest  extent  pos¬ 
sible  commensurate  with  current  good 
manufacturing  practices  from  the  estab¬ 
lishment  any  other  PCJB-containing 
equipment,  machinery  and  materials 
wherever  there  is  a  reasonable  expecta¬ 
tion  that  such  articles  could  cause  food¬ 
packaging  materials  to  become  contam¬ 
inated  with  PCB’s  either  as  a  result  of 
normal  use  or  as  a  result  of  accident, 
breakage,  or  other  mishap. 

(iii)  ’The  toxicity  and  other  charac¬ 
teristics  of  fluids  selected  as  PCB  replace¬ 
ments  must  be  adequately  determined  so 
that  the  least  potentially  hazardous  re¬ 
placement  is  used.  In  making  this  deter¬ 
mination  with  respect  to  a  given  fluid, 
consideration  should  be  given  to  (a)  its 
toxicity:  (b)  the  maximiun  quantity  that 
could  be  spilled  onto  a  given  quantity  of 
food  before  it  would  be  noticed,  taking 
into  account  its  color  and  odor;  (c)  pos¬ 
sible  signaling  devices  in  the  equiiment 
to  indicate  a  loss  of  fluid,  etc.;  and  (d) 
its  environmental  stability  and  tendency 
to  siirvive  and  be  concentrated  through 
the  food  chain.  The  judgment  as  to 


whether  a  r^lacement  fluid  is  suffi¬ 
ciently  non-hazardous  is  to  be  made  on 
an  individual  installati<m  and  operation 
basis. 

(c)  The  provisions  of  this  section  do 
not  apply  to  electrical  transformers  and 
condensers  containing  PCB’s  in  sealed 
containers. 

Subpart  B — ^Tolerances  for  Unavoidable 
Poisonous  or  Deleterious  Substances 

§  109.30  Teiiip«rary  tolerances  for  poly¬ 
chlorinated  hiplienyls  (PCB'a). 

(а)  Polychlorinated  biphenyls  (PCB’s) 
are  toxic,  industrial  chemicals.  Because 
of  their  widespread,  uncontrolled  indus¬ 
trial-applications,  PCB’s  have  become  a 
persistent  and  ubiquitous  contaminant  in 
the  environment.  As  a  result,  certain 
foods  and  animal  feeds,  principally  those 
of  animal  and  marine  origin,  contain 
PCB’s  as  unavoidable,  environmental 
contaminants.  PCB’s  are  transmitted  to 
the  food  portion  (meat,  milk,  and  eggs) 
of  food-producing  animals  ingesting 
PCB-contaminated  animal  feed.  In  ad¬ 
dition,  a  significant  percentage  of  paper 
food-packaging  materials  contain  PCB’s 
which  may  migrate  to  the  packaged  food. 
The  source  of  PCB’s  in  pap)er  food-pack¬ 
aging  materials  is  primarily  of  certain 
types  of  carbonless  coi^  paper  (contain¬ 
ing  3  to  5  percent  PCB’s)  in  waste  par>er 
stocks  used  for  manufacturing  recycled 
paper.  Therefore,  temporary  tolerances 
for  residues  of  PCB’s  as  unavoidable  en¬ 
vironmental  or  industrial  contaminants 
are  established  for  a  sufficient  period  of 
time  following  the  effective  date  of  this 
paragraph  to  permit  the  elimination  of 
such  contaminants  at  the  earliest  prac¬ 
ticable  time.  For  the  piu’poses  of  this 
paragraph,  the  term  “polychlorinated 
biphenyls  (PCB’s)  ’’  is  applicable  to  mix- 
tiu’es  of  chlorinated  biphenyl  com¬ 
pounds,  irrespective  of  which  mixture  of 
PCB’s  is  present  as  the  residue.  ’The  tem¬ 
porary  tolerances  for  residues  of  PCB’s 
are  as  follows: 

(1)  2.5  parts  per  million  in  milk  (fat 
basis) . 

(2)  2.5  parts  per  million  in  manufac¬ 
tured  dairy  products  (fat  basis). 

(3)  5  parts  per  million  in  poultry  (fat 
basis). 

(4)  0.5  parts  per  million  in  eggs. 

(5)  0.2  parts  per  million  in  finished 
animal  feed  for  food-producing  animals 
(except  the  following  finished  animal 
feeds:  feed  concentrates,  feed  supple¬ 
ments,  and  feed  premixes) . 

(б)  2  parts  per  million  in  animal  feed 
components  of  animal  origin,  including 
fishmeal  and  other  by-products  of  ma¬ 
rine  origin  and  in  finished  animal  feed 
concentrates,  supplements,  and  premixes 
intended  for  food  producing  animals. 

(7)  5  parts  per  million  in  fish  and 
shellfish  (edible  portion) .  *1110  edible  por¬ 
tion  of  flish  excludes  head,  scales,  viscera, 
and  inedible  bones. 

(8)  0.2  parts  per  million  in  infant  and 
junior  foods. 

(9)  10  parts  per  million  in  paper  food¬ 
packaging  material  intended  tor  or  used 
with  human  food,  finished  animal  feed 
and  any  cranponents  intended  for  animal 
feeds.  The  tolerance  shall  not  apply  to 


paper  food-packaging  material  separated 
from  the  food  therein  by  a  functional 
barrier  which  is  impermeable  to  migra¬ 
tion  of  PCB’s. 

(b)  A  compilation  entitled  “Analytical 
Method(^ogy  for  Polychlorinated  Bi¬ 
phenyls,  February  1973’’  for  determining 
compliance  with  the  tolerances  estab¬ 
lished  in  this  section  is  available  from 
the  Hearing  Clerk,  Department  of 
Health,  Education,  and  Welfare.  Room 
4-65,  5600  Fishers  Lane.  Rockville,  MD 
20857. 

Note:  At  38  FR  22794.  Aug.  24.  1973.  the 
following  appeared  concerning  f  109.30(a)  (9) 
(formerly  122.10)  (a)  (9) : 

•  *  *  5  109.30(a)  (9)  Is  hereby  stayed  pend¬ 
ing  full  review  of  the  objections  and  requests 
for  hearing.  •  •  • 

In  the  Interim,  as  stated  in  the  final  order 
(38  FR  18098)  the  Pood  and  Drug  Adminis¬ 
tration  will  enforce  the  temporary  tolerance 
level  established  by  {  109.30(a)  (9)  by  seizing 
any  paper  food-packaging  material  shipped 
in  Interstate  commerce  after  September  4, 
1973  containing  higher  than  the  specified 
level  of  PCB’s  as  adulterated  in  violation  of 
sec.  402  of  the  act. 


PART  110— CURRENT  GOOD  MANUFAC¬ 
TURING  PRACTICE  IN  MANUFACTUR¬ 
ING,  PROCESSING.  PACKING.  OR 
HOLDING  HUMAN  FOOD 

Subpart  A — General  Provisiotis 

Sec. 

110.1  Current  good'  manufacturing  prac¬ 
tice. 

1 10.3  Definitions. 

110.10  Personnel. 

110.19  Exclusions. 

Subpart  B — Buildings  and  Facilities 

110.20  Plants  and  grounds. 

110.35  Sanitary  facilities  and  controls. 

110.37  Sanitary  operations. 

Subpart  C — Equipment 
1 10.40  Equipment  and  procedures. 

Subpart  D — [Reserved] 

Subpart  E — Production  and  Process  Controls 
110.80  Processes  and  controls. 

110.99  Natural  or  unavoidable  defects  in 
food  for  human  iise  that  present 
no  health  hazard. 

Authobitt:  Secs.  402(a)(4).  701(a).  52 
Stat.  1046,  1055  (21  U.S.C.  342(a)  (4).  371(a) ) 
unless  otherwise  noted. 

Subpart  A^ — General  Provisions 

§110.1  Current  good  manufacturing 
practice. 

The  criteria  in  §S  110.10, 110.19, 110.20, 
110.35,  110.37,  110.40,  110.80,  and  110.99 
shall  apply  in  determining  whether  the 
facilities,  methods,  practices,  and  con¬ 
trols  used  in  the  manufacture,  processing, 
packing,  or  holding  of  food  are  in  con¬ 
formance  with  or  are  operated  or  ad¬ 
ministered  in  conformity  with  good  man¬ 
ufacturing  practices  to  assure  that  food 
for  human  consumption  is  safe  and  has 
been  prepared,  packed,  and  held  under 
sanitary  conditions. 

§  110.3  Definitions. 

The  d^nitions  and  interpretations 
contained  in  section  201  of  the  Federal 
Food,  Drug,  and  Cosmetic  Act  are  appli¬ 
cable  to  such  terms  when  used  in  this 
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part.  The  following  definitions  shall  also 
apply: 

(a)  “Adequate”  means  that  which  Is 
needed  to  accomplish  the  Intended  pur¬ 
pose  In  k^plng  with  good  public  h^th 
practice. 

(b)  “Plant”  means  the  building  or 
buildings  or  p>arts  thereof,  used  for  or  In 
connection  with  the  manufacturing, 
processing,  packaging,  labeling,  or  hold¬ 
ing  of  human  food. 

(c)  “Sanitize”  means  adequate  treat¬ 
ment  of  surfaces  by  a  process  that  is  ef¬ 
fective  in  destroying  vegetative  cells  of 
paUiogenic  bacteria  and  in  substantially 
reducing  other  microorganisms.  Such 
treatment  shall  not  adversely  affect  the 
product  and  shall  be  safe  for  the 
consumer. 

§  110.10  Pontonnel. 

The  plant  management  shall  take  all 
reason^le  measures  and  precautions  to 
assure  the  following; 

(a)  Disease  control.  No  person  affect¬ 
ed  by  disease  in  a  communicable  form,  or 
while  a  carrier  of  such  disease,  or  while 
affected  with  boils,  sores,  infected 
wounds,  or  other  abnormal  sources  of 
microbiological  contamination,  shall 
work  in  a  food  plant  in  any  capacity  in 
which  there  is  a  reasonable  possibility 
of  food  or  food  ingredients  becoming  con¬ 
taminated  by  such  person,  or  of  disease 
being  transmitted  by  such  person  to 
other  individuals. 

(b)  Cleanliness.  All  persons,  while 
working  in  direct  contact  with  food  prep¬ 
aration,  food  ingredients,  or  surfaces 
coming  into  contact  therewith  shall : 

(1)  Wear  clean  outer  garments,  main¬ 
tain  a  high  degree  of  personal  cleanli¬ 
ness,  and  conform  to  hygienic  practices 
while  on  duty,  tc  the  extent  necessary  to 
prevent  contamination  of  food  products. 

(2)  Wash  their  hands  thoroughly  (and 
sanitize  if  necessary  to  prevent  contami¬ 
nation  by  undesirable  microorganism) 
in  an  adequate  hand-washing  facility 
before  starting  work,  after  each  absence 
from  the  work  station  and  at  any  other 
time  when  the  hands  may  have  become 
soiled  or  contaminated. 

(3)  Rwnove  all  Insecure  jewelry  and, 
during  periods  where  food  is  manipulated 
by  hand,  remove  from  hands  any  jewelry 
that  cannot  be  adequately  sanitized. 

(4)  If  gloves  are  used  in  food  handling, 
maintain  them  in  an  intact,  clean,  and 
sanitary  condition.  Such  gloves  should  be 
of  an  impermeable  material  except  where 
their  usage  would  be  inappropriate  or  in- 
comnatible  with  the  work  involved. 

(5)  Wear  hair  nets,  headbands,  caps, 
or  other  effective  hair  restraints. 

'  (6)  Not  store  clothing  or  other  per¬ 
sonal  belongings,  eat  food  or  drink  bev¬ 
erages.  or  use  tobacco  in  any  form  in 
are^  where  food  or  food  Ingredients  are 
exposed  or  in  areas  used  for  washing 
equipment  or  utensils. 

(7)  Take  any  other  necessary  precau¬ 
tions  to  prevent  contamination  of  foods 
with  microorganisms  or  foreiem  sub¬ 
stances  Including,  but  not  limited  to.  per¬ 
spiration.  hair,  cosmetics,  tobacco,  chem¬ 
icals.  and  medicants. 

(c)  Education  and  iraininff.  Personnel 
responsible  for  identifying  sanitation 


failmres  or  food  contamination  ^ould 
have  a  background  of  education  or  ex¬ 
perience,  or  a  combination  thereof,  to 
provide  a  level  of  competency  necessary 
for  production  of  clean  and  safe  food. 
Pood  handlers  and  supervisors  should  re¬ 
ceive  appropriate  training  in  proper 
food-handling  techniques  and  food-pro¬ 
tection  principles  and  should  be  cogni¬ 
zant  of  the  danger  of  poor  personal  hy¬ 
giene  and  insanitary  practices. 

(d)  Supervision.  Responsibility  for  as¬ 
suring  compliance  by  idl  personnel  with 
all  requirements  of  this  Part  110  shall  be 
clearly  assigned  to  competent  supervisory 
personnel. 

§  110.19  Exrlunions. 

The  following  operations  are  excluded 
from  coverage  under  these  general  reg¬ 
ulations.  however,  the  Commissioner  will 
issue  special  regulations  when  he  believes 
it  necessary  to  cover  these  excluded 
operations ;  Establishments  engaged  sole¬ 
ly  in  the  harvesting,  stca*age.  or  distribu¬ 
tion  of  one  or  more  raw  agricultural  com¬ 
modities,  as  defined  in  section  201  (r)  of 
the  act,  which  are  ordinarily  cleaned, 
prepared,  treated  or  otherwise  processed 
before  being  marketed  to  the  consuming 
public. 

Subpart  B — Buildings  and  Facilities 
§  110.20  Plants  and  grounds. 

(a)  Grounds.  The  grounds  about  a  food 
plant  under  the  control  of  the  operator 
shall  be  free  from  conditions  which  may 
result  in  the  contamination  of  food  in¬ 
cluding,  but  not  limited  to.  the  follow¬ 
ing: 

(1)  Improperly  stored  equipment,  lit¬ 
ter,  waste,  refuse,  and  uncut  weeds  or 
grass  within  the  Immediate  vicinity  of 
the  plant  buildings  or  structures  that 
may  cmistitute  an  attractant.  breeding 
place,  or  harborage  for  rodents,  insects, 
and  other  pests. 

(2)  Excessively  dusty  roads,  yards,  or 
parking  lots  that  may  constitute  a  source 
of  contamination  in  areas  where  food  is 
exposed. 

(3)  Inadequately  drained  areas  that 
may  contribute  contamination  to  food 
products  through  seepage  or  foot-borne 
filth  and  by  providing  a  breeding  place, 
for  insects  or  microorganisms. 

If  the  plant  grounds  are  bordered  by 
grounds  not  under  the  operator's  control 
of  the  kind  described  in  paragraph  (a) 

(1)  through  (3)  of  this  section,  care  must 
be  exercised  in  the  plant  by  inspection, 
extermination,  or  other  means  to  effect 
exclusion  of  pests,  dirt,  and  other  filth 
that  may  be  a  source  of  food  contamina¬ 
tion. 

(b)  Plant  construction  and  design. 
Plant  buildings  and  structures  shall  be 
suitable  in  size,  construction,  and  design 
to  facilitate  maintenance  and  sanitary 
(meratimis  for  food-processing  purposes. 
The  plant  and  facilities  shall: 

(1)  Provide  sufficient  space  for  such 
placement  of  equipment  and  storage  of 
materials  as  is  necessary  for  sanitary 
operations  and  production  of  safe  food. 
Floors,  walls,  and  ceilings  in  the  plant 
shall  be  of  such  construction  as  to  be 
adequately  cleanable  and  shall  be  kept 


clean  and  in  good  repair.  Fixtures,  ducts, 
and  pipes  shall  not  be  so  suspended  over 
working  areas  that  drip  or  condensate 
may  contaminate  foods,  raw  materials, 
or  food-contact  surfaces.  Aisles  or  work¬ 
ing  spaces  between  equipment  and  be¬ 
tween  equipment  and  walls  shall  be  un- 
obstruct^  and  of  sufiBcient  width  to  per¬ 
mit  employees  to  perform  their  duties 
without  contamination  of  food  or  food- 
contact  surfaces  with  clothing  or  per¬ 
sonal  contact. 

<2)  Provide  separation  by  partition,  lo¬ 
cation,  or  other  effective  means  for  those 
operations  which  may  cause  contamina¬ 
tion  of  food  products  with  undesirable 
microorganisms,  chemicals,  filth,  or  other 
extraneous  material. 

(3)  Provide  adequate  lighting  to  hand¬ 
washing  areas,  dressing  and  locker  rooms, 
and  toilet  rooms  and  to  all  areas  where 
food  or  food  ingredients  are  examined, 
processed,  or  stored  and  where  equip¬ 
ment  and  utensils  are  cleaned.  Light 
bulbs,  fixtures,  skylights,  or  other  glsuss 
suspended  over  exposed  food  in  any  step 
of  preparation  shall  be  of  the  safety  type 
or  otherwise  protected  to  prevent  food 
contamination  in  case  of  breakage. 

(4)  Provide  adequate  ventilation  or 
ccmtrol  equipment  to  minimize  odors  and 
noxious  fumes  or  vapors  (including 
steam)  in  areas  where  they  may  con¬ 
taminate  food.  Such  ventilation  or  con¬ 
trol  equipment  shall  not  create  conditions 
that  may  contribute  to  food  contamina¬ 
tion  by  airborne  contaminants. 

(5)  Provide,  where  necessary,  effective 
screening  or  other  protection  against 
birds,  animals,  and  vermin  (including, 
but  not  limited  to,  insects  and  rodents) . 

§  110.35  Sanitary  farilitics  and  t'onlrtdti. 

Each  plant  shall  be  equipped  with  ade¬ 
quate  sanitary  facilities  and  accomo¬ 
dations  including,  but  not  limited  to.  the 
following: 

(a)  Water  supply.  ’Hie  water  supply 
shall  be  sufficient  for  the  operations  in¬ 
tended  and  shall  be  derived  from  an 
adequate  source.  Any  water  that  contacts 
foods  or  food-contact  surfaces  shall  be 
safe  and  of  adequate  sanitary  quality. 
Running  water  at  a  suitable  temperature 
and  under  pressure  as  needed  shall  be 
provided' in  all  areas  where  the  procets- 
ing  of  food,  the  cleaning  of  equipment, 
utensils,  or  containers,  or  employee 
sanitary  facilities  require. 

(b)  Setoage  disposal.  Sewage  disposal 
shall  be  made  into  an  adequate  sewer¬ 
age  system  or  disposed  of  through  other 
adequate  means. 

.  (c)  Plumbing.  Plumbing  shall  be  of 
adequate  size  and  design  and  adequately 
Installed  and  maintained  to: 

(1)  Carry  sufficient  quantities  of  water 
to  required  locations  throughout  the 
plant. 

(2)  Properly  convey  sewage  and  liquid 
disposable  waste  from  the  plant. 

(3)  Not  constllute  a  source  of  con¬ 
tamination  to  foods,  food  products  or 
ingredients,  water  supplies,  equipment, 
or  utensils  or  create  an  insanitary 
condition.  . 

(4)  Provide  adequate  fioor  drainage 
in  all  areas  where  floors  are  subject  to 
flooding-type  cleaning  or  where  normal 
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operations  release  or  discharge  water  or 
other  liquid  waste  on  the  floor. 

(d)  Toilet  facilities.  Each  plant  shall 
provide  its  employees  with  adequate 
toilet  and  associated  hand-washing  fa¬ 
cilities  within  the  plant.  Toilet  rooms 
shall  be  furnished  with  toilet  tissue.  The 
facilities  shall  be  maintained  in  a  sani¬ 
tary  condition  and  kept  in  good  repair 
at  all  times.  Doors  to  toilet  rooms  shall 
be  self-closing  and  shall  not  open  di¬ 
rectly  into  areas  where  food  is  exposed 
to  airborne  contamination,  except  where 
alternate  means  have  been  taken  to  pre¬ 
vent  such  contamination  (such  as  double 
doors,  positive  air-flow  syst-ems,  etc.). 
Signs  shall  be  posted  directing  employees 
to  wash  their  hands  with  cleaning  soap 
or  detergents  after  using  toilet. 

(e)  Hand-ivashing  facilities.  Adequate 
and  convenient  facilities  for  hand  wash¬ 
ing  and,  where  appropriate,  hand  sani¬ 
tizing  shall  be  provid^  at  each  location 
in  the  plant  where  good  sanitary  prac¬ 
tices  require  employees  to  wash  or  sani¬ 
tize  and  dry  their  hands.  Such  facilities 
shall  be  furnished  with  running  water  at 
a  suitable  temperature  fDr  hand  wash¬ 
ing,  effective  hand-cleaning  and  sanitiz¬ 
ing  preparations,  sanitary  towel  service 
or  suitable  drying  devices,  and,  where 
appropriate,  easily  cleanable  waste 
receptacles. 

(f)  Rubbish  and  offal  disposal.  Rub¬ 
bish  and  any  offal  shall  be  so  conveyed, 
stored,  and  disposed  of  as  to  minimize 
the  development  of  odor,  prevent  waste 
from  becoming  an  attractant  and  har¬ 
borage  or  breeding  place  for  vermin,  and 
prevent  contamination  of  food,  food- 
contact  surfaces,  ground  surfaces,  and 
water  supplies. 

§110.37  Sanitary  oporatiuns. 

(a)  General  maintenance.  Buildings, 
fixtures,  and  other  iihysical  facilities  of 
the  plant  shall  be  kept  in  good  repair 
and  shall  be  maintained  in  a  sanitary 
condition.  Cleaning  operations  shall  be 
conducted  in  such  a  manner  as  to  min¬ 
imize  the  danger  of  ccxitamination  of 
food  and  food-contact  surfaces.  Deter¬ 
gents,  sanitizers,  and  other  supplies  em¬ 
ployed  in  cleaning  and  sanitizing  proce¬ 
dures  shall  be  free  of  significant  micro¬ 
biological  contamination  and  shall  be 
safe  and  effective  for  their  intended 
uses.  Only  such  toxic  materials  as  are 
required  to  maintain  sanitary  conditions, 
for  use  in  laboratory  testing  procedures, 
for  plant  and  equipment  maintenance 
and  operation,  or  in  manufacturing  or 
processing  operations  shall  be  used  or 
stored  in  the  plant.  These  materials  shall 
be  identified  and  used  only  in  such  man¬ 
ner  and  imder  conditicms  as  will  be  safe 
for  their  intended  uses. 

(b)  Animal  and  vermin  control.  No 
animals  or  birds,  other  than  those  es¬ 
sential  as  raw  material,  shall  be  allowed 
in  any  area  a  food  plant.  Effective 
measures  shall  be  taken  to  exclude  pests 
from  the  processing  areas  and  to  protect 
against  the  contamination  of  foods  in  or 
on  the. premises  by  animals,  birds,  and 
vermin  (including,  but  not  Jimited  to. 
rodents  and  insects) .  The  use  of  insecti¬ 
cides  or  rodenticides  is  permitted  only 
under  such  precautions  and  restrictions 


as  will  prevent  the  contamination  of  food 
or  packaging  materials  with  illegal 
residues. 

(c)  Sanitation  of  equipment  and  uten¬ 
sils.  All  utensils  and  product-ccmtact 
surfaces  of  equipment  shall  be  cleaned 
as  frequently  as  necessary  to  prevent 
contamination  of  food  and  food  prod¬ 
ucts.  Nonproduct-contact  surfaces  of 
equipment  used  in  the  operation  of  food 
plants  should  be  cleaned  as  frequently  as 
necessary  to  minimize  accumulation  of 
dust,  dirt,  food  particles,  and  other  de¬ 
bris.  Single-service  articles  (such  as 
utensils  intended  for  one-time  use.  pa¬ 
per  cups,  paper  towels,  etc.)  should  be 
stored  in  appropriate  containers  and 
handled,  dispensed,  used,  and  disposed 
of  in  a  manner  that  prevents  contamina¬ 
tion  of  food  or  food-contact  surfaces. 
Where  necessary  to  prevent  the  intro¬ 
duction  of  undesirable  microbiological 
organisms  into  food  products,  all  utensils 
and  product-contact  surfaces  of  equip¬ 
ment  used  in  the  plant  shall  be  cleaned 
and  sanitized  prior  to  such  use  and  fol¬ 
lowing  any  interruption  during  which 
such  utensils  and  contact  surfaces  may 
have  become  contaminated.  Where  such 
equipment  and  utensils  are  used  in  a 
continuous  production  operation,  the 
contact  surfaces  of  such  equipment  and 
utensils  shall  be  cleaned  and  sanitized 
on  a  predetermined  schedule  using  ade¬ 
quate  methods  for  cleaning  and  sanitiz¬ 
ing.  Sanitizing  agents  shall  be  effective 
and  safe  under  conditions  of  use.  Any 
facility,  procedure,  machine,  or  device 
may  be  acceptable  for  cleaning  and  san¬ 
itizing  equipment  and  utensils  if  it  is 
established  that  such  facility,  procedure, 
machine,  or  device  will  routinely  render 
equipment  and  utensils  clean  and  pro¬ 
vide  adequate  sanitizing  treatment. 

(d)  Storage  and  handling  of  cleaned 
portable  equipment  and  utensils.  Cleaned 
and  sanitized  pK>rtable  equipment  and 
utensils  with  product -contact  surfaces 
should  be  stor^  in  such  a  location  and 
manner  that  prcxluct -contact  surfaces 
are  protected  from  splash,  dust,  and 
other  contamination. 

Subpart  C — Equipment 
_§  1 10.40  Equipment  and  procedures. 

(a)  General.  All  plant  equipment  and 
utensils  should  be  (1)  suitable  for  their 
intended  use,  (2)  so  designed  and  of  such 
material  and  workmanship  as  to  be  ade¬ 
quately  cleanable,  and  (3)  properly 
maintained.  The  design,  icxxistruction. 
and  use  of  such  equipment  and  utensils 
shall  preclude  the  adulteration  of  food 
with  lubricants,  fuel,  metal  fragments, 
contaminated  water,  or  any  other  con¬ 
taminants.  All  equipment  should  be  so 
installed  and  maintained  as  to  facilitate 
the  cleaning  of  the  equipment  and  of  all 
adjacent  spaces. 

(b)  Use  of  polychlorinated  biphenyls 
in  food  plants.  Polychlorinated  biphenyls 
(PCB’s)  represent  a  class  of  toxie  indus¬ 
trial  chemicals  manufactured  and  sold 
under  a  variety  of  trade  names,  includ¬ 
ing:  Aroclor  (United  States) ;  Phenoclor 
(France) ;  Colphen  (Germany) ;  and 
Kanaclor  (Japan).  PCB’s  are  hiedfly 
stable,  heat  resistant,  and  nonflammable 


chemicals.  Industrial  uses  of  PCB’s  in¬ 
clude,  or  did  include  in  the  past,  their  use 
as  electrical  transformer  and  capacitor 
fluids,  heat  transfer  fluids,  hydraulic 
fluids,  and  plasticizers,  and  in  formula¬ 
tions  of  lubricants,  coatings,  and  inks. 
Their  unique  physical  and  chemical 
properties  and  widespread,  uncontrolled 
industrial  applications  have  caused  PCB’s 
to  be  a  persistent  and  ubiquitous  con¬ 
taminant  in  the  environment  and  caus¬ 
ing  the  contamination  of  certain  foods. 
In  addition,  incidents  have  occurred  in 
which  PCB’s  have  directly  contaminated 
animal  feeds  as  a  result  of  industrial  ac¬ 
cidents  (leakage  or  .spillage  of  PC7B  fluids 
from  plant  equipment) .  These  accidents 
in  turn  cause  the  contamination  of  food 
intended  for  human  consumption  (meat, 
milk,  and  eggs).  Since  PCB’s  are  toxic 
chemicals,  the  PCB  contamination  of 
food  as  a  result  of  these  accidents  rep¬ 
resents  a  hazard  to  human  health.  It  is 
therefore  necessary  to  place  certain  re¬ 
strictions  on  the  industrial  uses  of  PCB’s 
in  the  production,  handling,  and  storage 
of  food.  The  following  special  provisions 
are  necessary  to  preclude  accidental  PCB 
contamination  of  food: 

( 1 )  New  equipment,  utensils,  and  ma¬ 
chinery  for  handling  or  processing  food 
in  or  around  a  food  plant  shall  not  con¬ 
tain  PCB’s. 

(2)  On  or  before  September  4.  1973, 
the  management  of  food  plants  shall: 

(i)  Have  the  heat  exchange  fluid  used 
in  existing  equipment  or  machinery  for 
handling  or  processing  food  sampled  and 
tested  to  determine  whether  it  contains 
PCB’s.  or  verify  the  absence  of  PCJB’s  in 
such  formulations  by  other  appropriate 
means.  On  or  before  Sept.  4,  1973,  any 
such  fluid  formulated  with  PCB’s  must 
be  replaced  with  a  heat  exchange  fluid 
that  does  not  contain  PCB’s. 

(ii)  Eliminate  from  the  food  plant  any 
PCJB-containing  food-contact  surfaces  of 
equipment  or  utensils  and  any  PCB-con- 
taining  lubricants  for  equipment  or 
machinery  that  is  used  for  handling  or 
processing  food. 

(iii)  Eliminate  from  the  food  plant  any 
other  PCB -containing  materials  wher¬ 
ever  there  is  a  reasonable  expectation 
that  such  materials  could  cause  food  to 
become  contaminated  with  PCB’s  either 
as  a  result  of  normal  use  or  as  a  result  of 
accident,  breakage,  or  other  mishap. 

(iv)  The  toxicity  and  other  charac¬ 
teristics  of  fluids.selected  as  PCB  r^lace- 
ments  must  be  adequately  determined  so 
that  the  least  potentially  hazardous  re¬ 
placement  is  used.  In  making  this  deter¬ 
mination  with  respect  to  a  given  fluid, 
consideration  should  be  given  to  (a)  its 
toxicity;  (b)  the  maximum  quantity  that 
could  be  spilled  onto  a  given  quantity  of 
food  before  it  would  be  noticed,  taking 
into  account  its  color  and  odor;  (c)  pos¬ 
sible  signaling  devices  in  the  equipment 
to  indicate  a  loss  of  fluid,  etc.;  and  (d) 
its  environmental  stability  suid  tendency 
to  survive  and  be  concentrated  through 
the  food  chain.  The  judgment  as  to 
whether  a  replacement  fluid  is  suffi¬ 
ciently  nonhazardous  is  to  be  made 
an  individual  installation  and  operation 
basis. 
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(3)  For  the  purposes  of  this  section, 
the  provisions  do  not  an>ly  to  electrical 
transformers  and  condensers  containing 
PCB’s  in  sealed  container. 

Subpart  D — [Reserved] 

Subpart  E — Production  and  Process 
Controls 

§  1 10.80  Prorci^s  and  ronirolit. 

All  operations  in  the  receiving,  in¬ 
specting,  transporting,  packaging,  segre¬ 
gating,  preparing,  processing,  and  stor¬ 
ing  of  food  shall  be  conducted  in  accord 
with  adequate  sanitation  principles. 
Overall  sanitation  of  the  plant  shaU  be 
under  the  supervision  of  an  individual 
assigned  responsibility  for  this  function. 
All  reasonable  precautions,  including  the 
following,  shall  be  taken  to  assure  that 
production  procedures  do  not  contribute 
contamination  such  as  filth,  harmful 
chemicals,  undesirable  microorganisms, 
or  any  oUier  objectionable  material  to 
the  processed  product; 

(a)  Raw  material  and  ingredients 
shall  be  inspected  and  segregated  as 
necessary  to  assure  that  they  are  clean, 
wholesome,  and  fit  for  processing  into 
human  food  and  shall  be  stored  under 
conditions  that  will  protect  against  con¬ 
tamination  and  minimize  deterioration. 
Raw  materials  shall  be  washed  or  cleaned 
as  required  to  remove  soil  or  other  con¬ 
tamination.  Water  used  for  washing, 
rinsing,  or  conveying  of  food  products 
shall  be  of  adequate  quality,  and  water 
shall  not  be  reused  for  washing,  rinsing, 
or  conveying  products  in  a  manner  that 
may  result  in  contamination  of  food 
products. 

(b)  Containers  and  carriers  of  raw  in¬ 
gredients  should  be  Inspected  on  receipt 
to  assure  that  their  condition  has  not 
contributed  to  the  contamination  or  de¬ 
terioration  of  the  products. 

(c)  When  ice  is  used  in  contact  with 
food  products,  it  shall  be  made  from  po¬ 
table  water  and  shall  be  used  only  if  it 
has  been  manufactured  in  accordance 
with  adequate  standards  and  stored, 
transported,  and  handled  in  a  sanitary 
manner. 

(d)  Food-processing  su^as  and  equip¬ 
ment  used  for  processing  hmnan  food 
should  not  be  used  to  process  nonhuman 
food-grade  animal  feed  or  inedible  prod¬ 
ucts  unless  there  is  no  reasonable  possi¬ 
bility  for  the  contamination  of  the 
human  food. 

(e)  Processing  equipment  shall  be 
maintained  in  a  sanitary  condition 
through  frequent  cleaning  including  san¬ 
itization  where  indicated.  Inso^  as  nec¬ 
essary.  equipment  shall  be  taken  apart 
for  thorough  cleaning. 

(f)  All  food  processing,  including 
packaging  and  storage,  should  be  con¬ 
ducted  under  such  conditions  and  con¬ 
trols  as  are  necessary  to  minimise  the 
potential  for  undesirable  bacterial  or 
other  microbiological  growth,  toxin 
formation,  or  deterioration  or  contami¬ 
nation  of  the  processed  product  or  ingre¬ 
dients.  This  may  require  careful  monitor¬ 
ing  of  such  physical  factors  as  time, 
temperature,  humidity,  pressure,  flow- 
rate  and  such  processing  operations  as 
freezing,  dehjrdiation,  heat  processing. 


and  refrigeration  to  assure  that  mechan¬ 
ical  breakdowns,  time  delays,  tempera¬ 
ture  fluctuations,  and  other  factors  do 
not  contribute  to  the  decomposition 
or  contamination  of  the  processed 
products. 

(g)  Chemical,  microbiological,  or  ex¬ 
traneous-material  testing  procedures 
shall  be  utilized  where  necessary  to  iden¬ 
tify  sanitation  failures  or  food  contami¬ 
nation,  and  all  foods  and  ingredients  that 
have  become  contaminated  shall  be  re¬ 
jected  or  treated  or  processed  to  elimi¬ 
nate  the  contamination  where  this  may 
be  properly  accomplished. 

(h)  Packaging  processes  and  mate¬ 
rials  shall  not  transmit  contaminants 
or  objectionable  substances  to  the  prod¬ 
ucts,  shall  conform  to  any  applicable- food 
additive  regulation  (Parts  170  through 
189  of  this  chapter),  and  should  provide 
adequate  protection  from  contamination. 

«i)  Meaningful  coding  of  products  sold 
or  otherwise  distributed  from  a  manu¬ 
facturing,  processing,  packing,  or  re¬ 
packing  activity  should  be  utilized  to 
enable  positive  lot  identification  to  facil¬ 
itate,  where  necessary,  the  segregation 
of  specific  food  lots  that  may  have  be¬ 
come  contaminated  or  otherwise  unfit 
for  their  intended  use.  Records  should 
be  retained  for  a  period  of  time  that 
exceeds  the  shelf  life  of  the  product,  ex¬ 
cept  that  they  need  not  be  retained  more 
than  2  years. 

(j)  Storage  and  transportation  of  fin¬ 
ished  products  should  be  under  such 
conditions  as  will  prevent  contamina¬ 
tion.  including  development  of  patho¬ 
genic  or  toxigenic  microorganisms,  and 
will  protect  against  undesirable  deteri¬ 
oration  of  the  product  and  the  container. 

§  110.99  Natural  or  unavoidable  defects 
in  food  for  human  use  that  present 
no  health  hazard. 

(a)  Some  focxls.  even  when  produced 
luider  current  good  manufacturing  and/ 
or  processing  practices,  contain  natural 
or  unavoidable  defects  at  lower  levels 
that  are  not  hazardous  to  health.  The 
Food  and  Drug  Administration  estab¬ 
lishes  maximum  levels  for  such  defects  in 
foods  produced  under  good  manufactur¬ 
ing  and/or  processing  practices  and  uses 
these  levels  for  recommending  regula¬ 
tory  actions. 

<b)  Defect  action  levels  are  estab¬ 
lished  for  products  whenever  it  is  neces¬ 
sary  and  feasible.  Such  levels  are  sub¬ 
ject  to  change  upon  the  development  of 
new  technology  or  the  availability  of  new 
information. 

(c)  Compliance  with  defect  action 
levels  does  not  excuse  failure  to  observe 
either  the  requirement  In  section  402 
(a)(4)  of  the  Federal  Food.  Drug,  and 
Cosmetic  Act  that  food  may  not  be  pre¬ 
pared,  packed,  or  held  imder  insanitary 
conditions  or  the  other  requirements  in 
this  part  that  food  manufacturers  must 
observe  current  good  manufacturing 
practices.  Evidence  obtained-  through 
factory  inspection  indicating  such  a  vio- 
lati<m  renders  the  food  unlawful,  even 
though  the  amounts  of  natural  or  un¬ 
avoidable  defects  are  lower  than  the  cur¬ 
rently  estaMished  action  levds.  The 
manufacturer  of  food  must  at  all  times 


utilize  quality  control  procedures  which 
will  reduce  natural  or  tmavoidable  de¬ 
fects  to  the  lowest  level  currently 
feasible. 

(d)  The  mixing  of  a  food  containing 
defects  above  the  current  defect  action 
level  with  another  lot  of  food  is  not  per¬ 
mitted  and  renders  the  final  food  unlaw¬ 
ful  regardless  of  the  defect  level  of  the 
final  food. 

(e)  Current  action  levels  for  natural 
and  unavoidable  defects  in  food  for  hu¬ 
man  use  that  present  no  health  liazard 
are  as  follows.  (Levels  that  have  been 
adopted  on  a  temporary  basis  prior  to 
publication  as  a  regulation  may  be  ob¬ 
tained  upon  request  at  the  Office  of  the 
Assistant  Commissioner  for  Public  Af¬ 
fairs.  Food  and  Drug  Administration, 
Room  15B-42,  5600  Fishers  Lane,  Rock¬ 
ville.  MD  20857.) 


PART  113 — ^THERMALLY  PROCESSED 

LOW-ACID  FOODS  PACKAGED  IN  HER¬ 
METICALLY  SEALED  CONTAINERS 
Subvert  A — GMMfkl  Provisions 

Sec. 

113.1  Current  good  manufacturing  prac¬ 
tice. 

113.3  Definitions. 

113.10  Personnal. 

Subparl  B— IRosorvod] 

Subpart  C — Equipment 

113.40  Equipment  and  procedures. 

Subpart  O— Control  of  Componoitts,  Food  Product 
Containars,  Ciasuros,  and  In-Procoss  Materials 

113.60  Containers. 

Subpart  E — Production  aitd  Process  Controls 

113.81  Product  preparation. 

113.83  Establlalilng  scheduled  processes. 
113.87  Operations  in  the  thermal  process¬ 
ing  room. 

113  89  Deviations  in  processing. 

Subpart  F — Records  and  Reports 

113.100  Records. 

Authositt:  Sec.  402(a)  (4) ,  701(a) .  52  Stat. 
1046,  1055  (21  U.8.C.  342(a)(4),  371(a)). 

Subpart  A — General  Provisions 

§  113.1  Current  good  manufacturing 
praclk-e. 

The  criteria  in ”55  113.10.  113.40,  113.60, 
113.81,  113.83,  113.87,  113.89,  and  113.100 
shall  apply  in  determining  whether  the 
facilities,  methods,  practices,  and  con¬ 
trols  used  by  the  commercial  processor 
in  the  manufactiu-e.  processing,  or 
packing  of  low-acid  foo^  in  hermeti¬ 
cally  sealed  contaihers  are  operated  or 
administered  in  a  manner  adequate  to 
protect  the  public  health. 

§  113.3  Definitionfl. 

For  the  purposes  of  this  part,  the  fol¬ 
lowing  definitions  apply: 

(a)  "Aseptic  pr(x;essing  and  packag¬ 
ing"  means  the  filling  of  a  commercially 
sterilized  cooled  product  into  presteril¬ 
ized  containers,  followed  by  aseptic  her- 
metical  sealing,  with  a  presterilized  clo¬ 
sure,  in  an  atmosphere  free  of  micro¬ 
organisms. 

(b)  “Bleeders"  means  openings  used 
to  remove  air,  that  enters  with  steam, 
from  retiHts  and  steam  chambers  and  to 
promote  circulation  of  steam  in  such  re- 


FEOERAL  REGISTER.  VOl.  42.  NO.  SO — TUESnAY  MARCH  IS.  1977 


1434:^ 

torts  and  steam  chambers.  Bleeders  may 
serve  as  a  means  of  ronoving  condensate. 

(c)  “Coming-up- time”  means  the  time 
which  elapses  between  the  introductlcm 
of  steam  into  the  closed  retort  and  the 
time  when  the  retort  reaches  the  required 
processing  temperature. 

(d)  “Commercial  processor”  shall  in¬ 
clude  any  person  engaged  in  commercial, 
custom,  and  so-called  sportsman  process¬ 
ing  or  institutional  (church,  school,  pe¬ 
nal.  or  other  organization)  processing  of 
food. 

(e)  “Ccwnmercial  sterility”  of  food 
means  the  condition  achieved  by  appli¬ 
cation  of  heat  which  renders  such  food 
free  of  viable  forms  of  microorganisms 
having  public  health  significance,  as  well 
as  any  microorganisms  of  nonhealth 
significance  capable  of  reproducing  in 
the  food  imder  normal  nonrefrigerated 
conditions  of  storage  and  distribution. 
“Commercial  sterility”  of  equipment  and 
containers  used  for  aseptic  processing 
and  packaging  of  food  means  the  condi¬ 
tion  achieved  by  application  of  heat, 
chemical  sterilantCs) ,  or  other  appropri¬ 
ate  treatment  which  renders  such  equip¬ 
ment  and  containers  free  of  viable  forms 
of  microorganisms  having  public  health 
significance  as  well  as  any  micro¬ 
organisms  of  nonhealth  significance  ca¬ 
pable  of  reproducing  in  the  food  under 
normal  nonrefrigerated  conditions  of 
storage  and  distribution. 

(f)  “Flame  sterilizer”  means  an  ap¬ 
paratus  in  which  hermetically  sealed 
containers  are  agitated  at  atmospheric 
pressure,  by  either  continuous,  discon¬ 
tinuous.  or  reciprocating  movement,  over 
gas  flames  to  achieve  sterilization  tem¬ 
peratures.  A  holding  period  in  a  heated 
section  may  follow  the  initial  heating 
period. 

(g)  “Headspace,  gross”  is  the  vertical 
distance  between  the  level  of  the  product 
(generally  the  liquid  surface)  in  an  up¬ 
right  rigid  container  and  the  top  edge 
of  the  container  (the  top  of  the  double 
seam  of  a  can  or  the  t(v  edge  of  a  glass 
jar) . 

(h)  “Headspace,  net”  of  a  container 
having  a  double  seam,  such  as  a  can,  is 
the  vertical  distance  between  the  level  of 
the  product  (generally  the  liquid  sur¬ 
face)  in  the  upright  rigid  container  and 
the  inside  surface  of  the  lid. 

(i)  “Hermetically  sealed  container” 
means  a  container  which  is  designed  and 
intended  to  be  secure  against  the  entry 
of  microorganisms  and  to  maintain  the 
commercial  sterility  of  its  ccmtents  after 
processing. 

(j)  “Incubation”  means  the  holding 
of  a  sample(s)  at  a  specified  tempera¬ 
ture  for  a  specified  period  of  time  before 
examination. 

(k)  “Initial  temperature”  means  the 
average  temperature  of  the  contents  of 
the  coldest  container  to  be  processed  at 
the  time  the  sterilizing  cycle  begins,  as 
determined  after  thorough  stirring  or 
shaking  of  the  filled  and  sealed  con¬ 
tainer. 

(l)  “Lot”  means  the  product  produced 
during  a  period  of  tinw  indicated  by  a 
specific  code. 

(m)  “Low-acid  foods”  means  any 
foods,  other  than  alcohcdic  beverages. 
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with  a  finished  equilibrium  pH  value 
greater  than  4.6  and  a  water  activity 
greater  than  0.85  and  also  includes  any 
normally  low-acid  fruits,  vegetables,  or 
vegetable  products  in  which  for  the  pur¬ 
pose  of  thermal  processing  the  pH  value 
is  reduced  by  acidificaticm.  Tomatoes, 
pears,  and  pineapples,  or  the  Juices 
thereof,  having  a  pH  of  less  than  4.7  and 
figs  having  a  pH  of  4.9  or  below  shall  not 
be  classed  as  low-acid  foods. 

(n)  “Minimum  thermal  process” 
means  the  application  of  heat  to  food, 
either  before  or  after  sealing  in  a  her¬ 
metically  sealed  container,  for  a  period 
of  time  and  at  a  temperature  scien¬ 
tifically  determined  to  be  adequate  to 
ensure  destruction  of  microorganisms 
of  public  health  significance. 

<o)  “Retort”  means  any  closed  vessel 
or  other  equipment  used  for  the  thermal 
processing  of  foods. 

(p)  “Scheduled  process”  means  the 
process  selected  by  the  processor  as  ade¬ 
quate  under  the  conditions  of  manufac¬ 
ture  for  a  given  product  to  achieve  com¬ 
mercial  sterility.  This  process  may  be  in 
excess  of  that  necessary  to  ensure  de¬ 
struction  of  microorganisms  of  public 
health  significance. 

(q)  “Shall”  and  “should.”  As  used  in 
this  part,  “shall”  refers  to  mandatory 
requirements  and  “should”  refers  to  rec¬ 
ommended  or  advisory  procedures  or 
equipment. 

(r)  “Vents”  means  openings  controlled 
by  gate,  plug  cock,  or  other  adequate 
valves  us^  for  the  elimination  of  air 
during  the  venting  period. 

(s)  “Water  activity”  or  “aw”  means  the 
vapor  pressure  of  the  food  product  di¬ 
vided  by  the  vapor  pressure  of  pure  water 
under  identical  conditions  of  pressure 
and  temperature. 

§  113.10  PerMinnrI. 

^  operators  of  retorts,  processing  sys¬ 
tems,  and  aseptic  processing  and  pack¬ 
aging  syst^ns,  and  container  closure  in¬ 
spectors  shall  be  under  the  operating 
supervision  of  a  person  who  has  attended 
a  school  approved  by  the  Commissioner 
for  giving  instruction  in  yetort  opera¬ 
tions,  processing  systems  operations, 
aseptic  processing  and  packaging  sys¬ 
tems  operations,  and  container  closure 
inspections,  and  has  been  identified  by 
that  school  as  having  satisfactorily 
completed  the  prescribed  course  of 
instruction. 

Subpart  B — [Reserved] 

Subpart  C — Equipment 
§  1 1 3.40  Equipment  and  proceduresi. 

(a)  Equipment  and  procedures  for 
pressure  processing  in  steam  in  still  re¬ 
torts — (1)  Indicating  mercury-in-glass 
thermometer.  Each  retort  shall  be 
equipped  with  at  least  one  merciuy-in- 
glass  thermometer  with  a  tempterature 
range  of ^ not  more  than  100*  F  in  the 
processing  range  on  a  scale  at  least  7 
inches  in  length.  The  scale  divisions  shall 
be  no  more  than  2°  P.  Thermometers 
shall  be  tested  for  accuracy  against  a 
known  accurate  standard  thermometer 
up<m  installation  and  at  least  once  a 
year  thereafter  or  more  frequently  as 
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may  be  necessary  to  ensure  then  an-- 
curacy.  Bulbs  of  indicating  thermome¬ 
ters  shall  be  installed  either  within  the 
retort  shell  or  in  external  wells  attached 
to  the  retort.  External  wells  or  pipes  shall 
be  connected  to  the  retort  through  at 
least  a  %-inch  diameter  opening,  and 
shall  be  equipped  with  a  one-sixteenth 
inch  or  larger  bleedei;  opening  so  located 
as  to  provide  a  full  flow  of  steam  past 
the  length  of  the  thermometer  bulb.  The 
bleeder  for  external  wells  shall  emit 
steam  continuously  during  the  entire 
processing  period.  Thermometers  shall 
be  installed  where  they  can  be  accurately 
and  easily  read.  A  thermometer  that  has 
a  divided  mercury  column  or  that  devi¬ 
ates  more  than  1*  P  from  the  standard 
shall  be  repaired  or  replaced.  The  mer¬ 
cury  thermometer — ^not  the  recorder 
chart — shall  be  the  reference  instrument 
for  indicating  the  processing  tempera¬ 
ture. 

(2)  Temperature  recording  device. 
There  shall  be  an  accurate  temperature 
recording  device  for  each  still  retort  ad¬ 
justed  to  agree  within  1*  P  of  the  known 
accurate  mercury-in-glass  thermometer. 
A  means  of  preventing  unauthorized 
changes  in  adjustment  shall  be  provided. 
The  chart  graduations  shall  not  exceed 
2“  F  within  a  rtuige  of  10“  P  of  the  proc¬ 
essing  temperature.  Each  chart  shall 
have  a  woiicing  scale  of  not  more  than 
50“  F  per  inch  within  a  range  of  20“  P 
of  the  processing  temperature.  This  re¬ 
corder  may  be  combined  with  the  steam 
controller  and  may  be  a  recording-con¬ 
trolling  instrument.  TTie  temperature  re¬ 
corder  bulb  shall  ,be  installed  either 
within  the  retort  shell  or  in  a  well  at¬ 
tached  to  the  shell.  Each  t^perature 
recorder  bulb  well  shall  have  a  one- 
sixteenth  inch  or  larger  bleeder  opening 
emitting  steam  continuously  during  the 
processing  p^iod. 

(3)  Pressure  gages.  Each  retort  shall 
be  equiiHied  with  a  pressure  gage.  The 
gage  should  be  graduated  in  divisions 
of  2  pounds  or  less,  should  be  connected 
to  the  retort  shell  or  external  well  by  a 
short  gooseneck  tube,  and  should  be  not 
more  than  4  inches  higher  than  the 
gooseneck.  The  gage  should  be  checked 
for  accuracy  at  least  once  a  year. 

(4)  Steam  controller.  Each  retort  shall 
be  equipped  with  a  steam  controller  to 
maintain  the  retort  temperature.  This 
may  be  a  recording-controlling  instru¬ 
ment  when  combined  with  a  recording 
thermometer. 

(5)  Steam  inlet.  The  steam  inlet  to 
each  still  retort  shall  be  large  enough 
to  provide  sufficient  steam  for  proper  op¬ 
eration  of  the  retort.  Steam  may  enter 
either  the  top  portion  or  the  bottom  por¬ 
tion  of  the  retort  but,  in  any  case,  shall 
enter  the  portion  of  the  retOTt  opposite 
the  vent:  for  example,  steam  inlet  in 
bottom  portion  and  vent  in  top  portion. 

(6)  Crate  supports.  A  bottom  crate 
sui^rt  shall  be  employed  in  vertical 
still  retorts.  BaflSe  plates  shall  not  be 
used  in  the  bott(»n  of  still  retorts. 

(7)  Steam  spreaders.  Steam  spread¬ 
ers,  which  are  perforated  or  other  style 
continuations  of  the  steam  line  inside  the 
retort,  should  not  be  larger  than  the 

15, 


RULES  AND  REGULATIONS 


14343 


steam  inlet  line.  Hmizontal  still  retorts 
shall  be  equipped  with  steam  spreaders 
that  extend  alcmg  the  bottom  for  the 
length  of  the  retort;  the  perforations 
should  be  along  the  top  90*  of  this  pipe. 
Horizontal  still  retcuts  over  30  feet  Itmg 
should  have  two  steam  inlets  connected  to 
the  spreader.  In  vertical  still  retorts  the 
steam  spreaders,  if  used,  should  be  in  the 
form  of  a  cross  with  the  perforations 
along  the  Uh>  or  sides  of  the  pipe.  The 
number  of  perforations  in  spreaders  for 
both  horizontal  and  vertical  still  retorts 
should  be  such  that  the  total  cross-sec¬ 
tional  area  of  the  perforations  is  equal 
to  1  >/2  to  2  times  the  cross-sectional  fu-ea 
of  the  steam  inlet  line. 

(8)  Bleeders.  Bleeders,  except  those 
for  thermometer  wells,  shall  be  one- 
eighth  inch  or  larger  and  shall  be  wide 
open  during  the  entire  process,  includ- 
i]^  the  coming-up-time.  For  horizontal 
retorts,  bleeders  shall  be  located  within 
approximately  1  foot  of  each  end;  addi¬ 
tional  bleeders  shall  be  located  not  more 
than  8  feet  apart  along  the  top.  Vertical 
retorts  shall  have  at  least  one  bleeder 
opening  located  in  that  portion  of  the 
retort  opposite  the  steam  inlet.  In  re¬ 
torts  having  top  steam  inlet  and  bottom 
venting,  a  bleeder  shall  be  installed  in 
the  bottom  of  the  retort  to  ensure  re¬ 
moval  of  condensate.  All  bleeders  shall 
be  arranged  in  such  a  way  that  the 
operator  can  observe  that  they  are  func¬ 
tioning  properly. 

(9)  Stacking  equipment  and  position 
of  containers.  Crates,  trays,  gondolas, 
etc.,  for  heading  containers  shall  be 
made  of  strap  iron,  adequately  perfo¬ 
rated  sheet  metal,  (h:  other  suitable  ma¬ 
terial.  When  p«:lorated  sheet  metal  is 
used  for  the  botUxns,  the  perforations 
should  be  approximately  the  equivalent 
of  1-inch  holes  on  2-inch  centers.  If 
dividers  are  used  between  the  layers  of 
containers,  they  should  be  perforated  as 
above.  When  there  Is  stratifleation  of 
the  product  in  the  containers,  the  con¬ 
tainers  should  be  processed  in  such  a 
position  that  the  plane  of  stratification 
is  vertical. 

( 10)  Vents.  Vents  shall  be  installed  in 
such  a  way  that  air  is  removed  from  the 
retort  before  timing*  of  the  process  is 
started.  Vents  shall  be  controlled  by 
gate,  plug  cock,  or  other  adequate  type 
valves  which  shall  be  fully  open  to  per¬ 
mit  rapid  discharge  of  air  from  the  re¬ 
tort  during  the  venting  period.  Vents 
shall  not  be  connected  directly  to  a 
closed  drain  system.  If  the  overflow  is 
used  as  a  vent,  there  shall  be  an  atmos¬ 
pheric  break  in  the  line  before  it  con¬ 
nects  to  a  closed  drain.  The  vent  shall  be 
located  in  that  portion  of  the  retort  op¬ 
posite  the  steam  inlet;  for  example, 
steam  inlet  in  bottom  portion  and  vent 
in  top  portion.  Where  a  retort  manifold 
connects  several  vent  pipes  from  a  single 
still  retort,  it  shall  be  controlled  by  a 
gate,  plug  cock,  or  other  adequate  type 
valve.  The  retort  manifold  shall  be  of 
a  size  such  that  the  cross-sectional  area 
of  the  pipe  is  larger  than  the  total  cross- 
sectional  area  of  all  connecting  vents. 


The  discharge  shall  not  be  directly  con¬ 
nected  to  a  closed  drain  without  an  at¬ 
mospheric  break  In  the  line.  A  manifold 
header  connecting  vents  or  manifolds 
from  several  still  retorts  shall  lead  to 
the  atmosphere.  The  manifold  header 
shall  not  be  controlled  by  a  valve  and 
shall  be  of  a  size  such  that  the  cross- 
sectimial  area  is  at  least  equal  to  the 
total  cross-sectional  area  of  all  connect¬ 
ing  retort  manif(dd  pipes  from  all  retorts 
venting  simultaneously.  Timing  of  the 
process  shall  not  begin  until  the  retort 
has  been  properly  vented  and  the  proc¬ 
essing  temperature  has  been  reached. 
Retorts  using  air  for  pressure  cooling 
shall  be  equipped  with  a  ball  or  globe 
valve  or  sultiusle  valve  and  piping  ar¬ 
rangement  on  the  air  line  to  prevent  air 
leakage  into  the  retort  during  processing. 
Some  tsrpical  installations  and  operating 
procedures  reflecting  the  requirements 
of  thts  sectim  for  venting  still  retorts 
are  given  in  paragraphs  (a)  (10)  (i)  (a) 
through  (d)  and  (11)  (a)  and  (b)  of  this 
section.  Other  Installations  and  operat¬ 
ing  procedures  which  deviate  from  the 
above  specifications  may  be  used,  pro¬ 
vided  that  there  is  evidence  that  they 
accomplish  adequate  venting  of  air. 

(i)  Venting  horizontal  retorts. '  (a) 
Venting  through  multiple  1-inch  vents 
discharging  directly  to  atmosphere. 


1-in,  gate  valve  1-ln.  vent 

'ic _ ki 


Inlet 


Specifications.  One  1-inch  vent  for  every 
6  feet  of  retort  length,  equipped  with  a  gate 
or  plug  cock  valve  and  discharging  to  atmos¬ 
phere;  end  vents  not  more  than  feet  from 
ends  of  retort. 

Venting  method.  Vent  valves  should  be 
wide  open  for  at  least  5  minutes  and  to  at 
least  225*  F,  or  at  least  7  minutes  and  to  at 
least  220*  F. 


(b)  Venting  through  multiple  1-inch 
vents  discharging  through  a  manifold 
to  atmosphere. 


Gate  valve  Manifold 


Specifications.  One  1-lnch  vent  for  every 
5  feet  of  retort  length;  end  vents  not  over 
2  >4  feet  from  ends  of  retort;  size  of  mani¬ 
fold — for  retorts  less  than  15  feet  In  length, 
2>i  inches;  for  retorts  15  feet  and  over  In 
length,  3  Inches. 

Venting  method.  Manifold  vent  gate  or 
plug  cock  valve  should  be  wide  open  for  at 
least  6  mlnvites  and  to  at  least  225*  F,  or  for 
at  least  8  minutes  and  to  at  least  220*  F. 

(c)  Venting  through  water  spreaders. 


Vent 

Gate  valve ^ 


Globe  valve 
Water  inlet 


Water  spreader 
Steam  spreader 


‘•-Inlet 


Sue  of  uHiter  inlet,  vent  pipe,  and  vent 
valve.  For  retorts  less  than  15  feet  in  length. 
2  inches;  for  retorts  15  feet  and  over  In 
length,  2*4  Inches. 

Size  of  water  spreader.  For  retorts  less 
than  15  feet  in  length,  1^  Inches;  for  re¬ 
torts  15  feet  and  over  In  length,  2  Inches. 

Venting  method.  Water  spreader  vent  gate 
or  plug  cock  valve  should  be  wide  open  for 
at  lefkst  5  minutes  and  to  at  least  225*  F.  or 
for  at  least  7  minutes  and  to  at  least  220*  F 


(d)  Venting  through  a  single  2^-inch 
top  vent  (for  retorts  not  exceeding  15 
feet  in  length) . 


Gate  valve 


Inlet 


Specifications:  A  2*4 -Inch  vent  equipped 
with  a  2  *4 -inch  gate  or  plug  cock  valve 
and  located  within  2  feet  of  the  center  of 
the  retort. 

Venting  method:  Vent  gate  or  plug  cock 
valve  should  be  wide  open  for  at  least  4 
minutes  and  to  at  least  220*  F. 


(ii)  Venting  vertical  retorts,  (a)  Vent¬ 
ing  through  a  1*4 -inch  overflow. 

Overflow  pipe  as-  vent 


Specifications.  A  lV4-inch  overflow  pipe 
equipped  with  a  lV4-mch  gate  or  plug  cock 
valve  and  with  not  more  than  6  feet  of 
114-lnch  pipe  beyond  the  valve  before  break 
to  the  atmosphere  or  to  a  manifold  header. 

Venting  method.  Vent  gate  or  plug  cock 
valve  should  be  wide  open  for  at  least  4 
minutes  and  to  at  least  218*  F,  or  for  at 
least  5  minutes  aiul  to  at  least  216*  F. 

(b)  Venting  through  a  single  1-inch 
side  or  top  vent. 
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Specifications.  A  1-inch  vent  in  lid  or  top 
side,  equipped  with  a  1-inch  gate  or  plug 
cock  valve  and  discharging  directly  into  the 
atmosphere  or  to  a  manifold  header. 

Venting  method.  Vent  gate  or  plug  cock 
valve  should  be  wide  open  for  at  least  5 
minutes  and  to  at  least  230*  F,  or  for  at 
least  7  minutes  and  to  at  least  220°  F. 

(11)  Critical  factors,  (i)  Where  maxi¬ 
mum  drained  weight  is  specified  in  the 
scheduled  process  it  shall  be  measured 
and  recorded  at  intervals  of  sufiBcient 
frequency  to  ensure  that  the  weight  of 
the  product  does  not  exceed  the  maxi¬ 
mum  for  the  given  container  size  speci¬ 
fied  in  the  scheduled  process. 

(ii)  Closing  machine  vacuum  (in 
vacuum-packed  products)  shall  be  ob¬ 
served  and  recorded  at  intervals  of  suflB- 
cient  frequency  to  ensure  that  the 
vacuum  is  as  specified  in  the  scheduled 
process. 

(iii)  Such  measurements  and  record¬ 
ings  should  be  made  at  intervals  not  to 
exceed  15  minutes. 

(b)  Equipment  and  procedures  for 
pressure  processing  in  water  in  still  re¬ 
torts — (1)  Indicating  mercury -in-glass 
thermometer.  Each  retort  shall  be 
equipped  with  at  least  (me  mercury-ln- 
glass  thermometer  that  has  a  tempera¬ 
ture  range  of  not  more  than  100*  F  in 
the  processing  range  on  a  scale  at  least 
7  inches  in  length  or  a  temperature 
range  of  not  more  than  150*  F  on  a 
scale  at  least  9  inches  in  length.  The 
scale  divisions  shall  be  no  more  than 
2*  F.  Thermometers  shall  be  tested  for 
accuracy  against  a  known  accurate 
standard  thermometer  upon  installation 
and  at  least  once  a  year  thereafter  or 
more  frequently  as  may  be  necessary  to 
ensure  their  accuracy.  Bulbs  of  indi¬ 
cating  thermometers  shall  be  located  in 
such  a  position  that  they  are  beneath 
the  surface  of  the  water  throughout  the 
process.  On  horizontal  retorts  this  entry 
should  be  made  in  the  side  at  the  cen¬ 
ter,  and  the  thermometer  bulbs  shall 
be  inserted  directly  into  the  retort  shell. 
In  both  vertical  and  horizontal  retorts, 
the  thermometer  bulbs  shall  extend  di¬ 
rectly  into  the  water  a  minimum  of  at 
least  2  inches  without  a  separable  well  or 
sleeve.  Thermometers  shall  be  installed 
where  they  can  be  accurately  and  easily 
read.  A  thermometer  that  has  a  divided 
mercury  column  or  that  deviates  more 
than  1*  F  fr(xn  the  standard  shall  be 
repaired  or  replace.  The  mercury 
thermometer — ^not  the  recorder  chart — 


shall  be  the  reference  instnunent  for  in¬ 
dicating  the  processing  temperature- 

(2)  Temperature  recording  device. 
There  shall  be  an  accurate  temperature 
recording  device  for  each  still  retort 
adjusted  to  agree  within  1*  F  of  the 
known  accurate  mercury-in-glass  ther¬ 
mometer.  A  means  of  preventing  un¬ 
authorized  changes  in  adjustment  shall 
be  provided.  The  chart  graduations  shall 
not  exceed  2*  F  within  a  range  of  10*  F 
of  the  processing  temperature.  Each 
chart  shall  have  a  working  scale  of  not 
more  than  50*  F  per  inch  within  a  range 
of  20°  F  of  the  processing  temperature. 
This  recorder  may  be  combined  with 
the  steam  controller  and  may  be  a  re¬ 
cording-controlling  instrument.  The  re¬ 
cording  thermometer  bulb  should  be 
located  adjacent  to  the  bulb  of  the  mer- 
cury-in-glass  thermometer  except  in  the 
case  of  a  vertical  retort  equipped  with  a 
combination  recorder-controller.  In  such 
vertical  retorts  the  temperature  record¬ 
er-control  bulb  shall  be  located  at  the 
bottom  of  the  retort  below  the  lowest 
crate  rest  in  such  a  position  that  the 
steam  does  not  strike  it  directly.  In  hori¬ 
zontal  retorts  the  temperature  recorder- 
control  bulb  shall  be  located  between 
th^  water  surface  and  the  horizontal 
plane  passing  through  the  center  of  the 
retort  so  that  there  is  no  opportunity 
for  direct  steam  impingement  upon  the 
control  bulb. 

(3)  Pressure  gages,  (i)  Each  retort 
shall  be  equipped  with  a  pressure  gage. 
The  gage  should  be  graduated  in  divi¬ 
sions  of  2  lbs.  or  less,  should  be  connected 
to  the  retort  shell  or  external  well  by  a 
short  gooseneck  tube,  and  should  be  not 
more  than  4  inches  higher  than  the 
gooseneck.  The  gage  should  be  checked 
for  accuracy  at  least  once  a  year, 

(ii)  An  adjustable  pressure  relief,  or 
control  valve  of  a  capacity  sufficient  to 
prevent  undesired  increase  in  retort 
pressure  when  the  water  valve  is  wide 
open  and  should  be  installed  in  the  over¬ 
flow  line. 

(4)  Steam  introduction.  The  distribu¬ 
tion  of  steam  in  the  bottom  of  the  retort- 
shall  be  accomplished  in  a  manner  ade¬ 
quate  to  provide  uniform  heat  distribu¬ 
tion  throughout  the  retort.  In  vertical 
retorts,  imiform  steam  distribution  can 
be  achieved  by  any  of  several  methods. 
In  horizontal  retorts,  the  steam  distrib¬ 
utor  shall  run  the  length  of  the  bottom 
of  the  retort  with  perforations  distrib¬ 
uted  uniformly  along  the  upper  part  of 
the  pipe. 

(5)  Crate  supports.  A  bottom  crate 
support  shall  employed  in  vertical 
still  retorts.  Baffle  plates  shall  not  be 
used  in  the  botUxn  of  the  retort.  Center¬ 
ing  guides  should  be  installed  so  as  to 
ensure  that  there  be  about  iy2 -inches 
clearance  between  the  side  wall  of  the 
crate  and  the  retort  wall. 

(6)  Stacking  equipment.  Crates,  trays, 
gondolas,  etc.,  for  holding  containers 
shall  be  made  of  strap  iron,  adequately 
perforated  sheet  metal,  or  other  suitable 
material.  When  perforated  sheet  metal 
is  used  for  the  bottoms,  the  perforations 
should  be  i^proximately  the  equivalent 
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of  1-inch  holes  on  2-inch  centers.  If 
divider  plates  are  used  between  the  lay¬ 
ers  of  containers,  they  should  be  per¬ 
forated  as  above. 

(7)  Drain  valve.  A  nonclogging,  water¬ 
tight  valve  shall  be  used.  Screens  should 
be  installed  over  all  drain  openings. 

(8)  Water  level  indicator.  There  shall 
be  a  means  of  determining  the  water 
level  in  the  retort  during  operation  (e.g., 
by  using  a  gage  water  glass  or  pet- 
c(x;k(s) ) .  Water  shall  cover  the  top,  layer 
of  containers  during  the  entire  coming- 
up-time  and  prcxiessing  periods  and 
should  cover  the  top  layer  of  containers 
during  the  cooling  periods. 

(9)  Air  supply  and  controls.  In  both 
horizontal  and  vertical  still  retorts  for 
pressure  processing  in  water,  a  means 
shall  be  provided  for  intrcxlucing  com¬ 
pressed  air  at  the  proper  pressure  and 
rate.  The  proper  pressure  shall  be  con¬ 
trolled  by  an  automatic  pressure  control 
unit.  A  check  valve  shall  be  provided  in 
the  air  supply  line  to  prevent  water  from 
entering  toe  system.  Air  or  water  circu¬ 
lation  shall  be  maintained  continuously 
during  toe  coming-up-time,  processing, 
and  (:(x>ling  periods ;  if  air  is  used  to  pro¬ 
mote  circulation  it  shall  be  introduced 
into  toe  steam  line  at  a  point  between 
toe  retort  and  the  steam  control  valve 
at  toe  bottom  of  toe  retort. 

(10)  Cooling  water  supply.  In  vertical 
retorts  the  cooling  water  should  be  in¬ 
troduced  at  the  top  of  toe  retort  between 
toe  water  and  container  levels;  in  hori¬ 
zontal  retorts  the  cooling  water  should 
be  introduced  into  the  suction  side  of 
toe  pump.  A  che<±  valve  should  be  in¬ 
cluded  in  the  cooling  water  line. 

(11)  Retort  headspace.  The  headspace 
necessary  to  control  the  air  pressure 
.should  be  maintained  between  the  water 
level  and  toe  top  of  the  retort  shell. 

(12)  Vertical  and  horizontal  stUl  re¬ 
torts.  Vertical  and  horizontal  still  retorts 
should  follow  the  arrangements  in  the 
following  diagrams  or  be  equivalent. 

Vectic«l  Betcrtc 
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Legend  ros  Vbticai.  and  Homsontai.  0nu. 
Bnons 

A — Water  line. 

B — Steam  line. 

C — Temperature  control. 

D — Overflow  line. 

E, — ^Draln  line. 

K, — Screens. 

P — Check  valves. 

G — Line  from  hot  water  storage. 

H — Suction  line  and  manifold. 

I — Clrc\ilatlng  pump. 

J — Petcocks. 

K — Recirculating  line. 

L — Steaun  distributor. 

M — ^Temperature  controller  bulb. 

N — Thermometer. 

O — Water  spreader. 

P — Safety  valve. 

Q — Vent  valve  for  steam  processing. 

R — Pressure  gage. 

S — Inlet  air  centred. 

T — Presseire  control. 

U— Air  line. 

V — To  pressure  control  Instrument. 

W — To  temperature  control  Instrument. 

X — ^Wlng  nuts. 

Yj — Crate  support. 

Y,  — Crate  guides. 

Z — Constant  flow  orifice  valve. 

Z,  — Constant  flow  orifice  valve  used  during 
oome-up. 

Z, — Constant  flow  orifice  valve  used  during 
cook. 

(13)  Water  circulation.  When  a  water 
circulating  system  is  used  for  heat  dis¬ 
tribution  it  shall  be  installed  in  such  a 
manner  that  water  will  be  drawn  from 
the  bottom  of  the  retort  through  a  suc¬ 
tion  manifold  and  discharged  through  a 
spreader  which  extends  the  length  of  the 
top  of  the  retort.  The  holes  in  the  water 
spreader  shall  be  uniformly  distributed 
and  should  have  an  aggregate  area  not 
greater  than  the  cross  section  area  of 
the  outlet  line  from  the  pump.  The  suc- 
tlMi  outlets  should  be  protected  with 
nonclogging  screens  to  keep  debris  from 
entering  the  circulating  system.  The 
pump  shaU  be  equipped  with  a  pilot  light 
or  other  signsJing  device  to  warn  the 
operator  when  it  is  not  running,  and  with 
a  bleeder  to  remove  air  when  starting 
operations. 

(14)  Critical  factors.  (1)  Where  maxi¬ 
mum  drained  weight  is  specified  in  the 
scheduled  process  it  shall  be  measured 
and  recorded  at  intervals  of  sufBclent 
frequency  to  ensure  that  the  weight  of 
the  product  does  not  exceed  the  maxi¬ 
mum  for  the  given  container  size  speci¬ 
fied  in  the  scheduled  process. 

(ii)  Closing  machine  vacuum  (in  vac¬ 
uum-packed  products)  shall  be  observed 
and  recorded  at  Intervals  of  suflScient 
frequency  to  ensure  that  the  vacuiun  is 
as  specified  in  the  scheduled  process. 

(ili)  Such  measurements  and  record¬ 
ings  should  be  made  at  intervals  not  to 
exceed  15  minutes. 

(c)  Equipment  and  procedures  for 
pressure  processing  in  steam  in  continu¬ 
ous  agitating  retorts. — (1)  Indicating 
mercury-in-glass  thermometer.  Esuih  re¬ 
tort  shall  be  equipped  Yith  at  least  one 
mercury-in-gla^  thermometer  that  has 
a  temperature  range  of  not  more  than 
100°  F  in  the  processing  range  on  a  scale 
at  least  7  inches  in  length.  The  scale  divi¬ 
sions  shall  be  no  more  than  2*  F. 
Thermometers  shall  be  tested  for  ac¬ 
curacy  against  a  known  accurate  stand¬ 
ard  thermometer  upon  installation  and 


at  least  once  a  year  thowafter  or  more 
frequently  as  may  be  necessary  to  ensure 
their  accuracy.  Bulbs  of  Indicating 
thermmneters  shall  be  installed  either 
within  the  retort  shell  or  in  external  wells 
attached  to  the  retort.  External  wells  or 
pipes  shall  be  connected  to  the  retort 
through  at  least  a  %-inch  diameter 
opening,  and  shall  be  equipped  with  a  Vi«- 
inch  or  larger  bleeder  opening  so  located 
as  to  provide  a  full  flow  of  steam  past 
the  length  of  the  thermometer  bulb. 
The  bleeders  for  external  wells  shall 
emit  steam  continuously  during  the  en¬ 
tire  processing  period.  Thermometers 
shall  be  installed  where  th:y  ctn  be  ac¬ 
curately  and  easily  read.  A  thermometer 
that  has  a  divided  mercury  column  or 
that  deviates  more  than  1*  F  from  the 
standard  shall  be  repaired  or  replaced. 
The  mercury  thermometer — not  the 
recorder  chart — shall  be  the  reference 
instrument  for  indicating  the  processing 
temperature. 

(2)  Temperature  recording  device. 
There  shall  be  an  accurate  temperature 
recording  device  for  each  retort  adjusted 
to  agree  within  1*  F  of  the  known  ac¬ 
curate  mercury-in-glass  thermometer.  A 
means  of  preventing  unauthorized 
changes  in  adjustment  shall  be  provided. 
The  chart  graduations  shall  not  exceed 
2*  F  within  a  range  of  10*  F  of  the  proc¬ 
essing  temperature.  Each  chart  sh%ll 
have  a  working  scale  of  not  more  than 
50°  F  per  inch  within  a  range  of  20*  F 
of  the  processing  temperature.  This 
recorder  may  be  combined  with  the 
steam  controller  and  may  be  a  record¬ 
ing-controlling  instrument.  The  tem¬ 
perature  recorder  bulb  shall  be  installed 
either  within  the  retort  shell  or  in  a  well 
attached  to  the  shell.  Each  temperature 
recorder  bulb  well  shall  have  a  h6-inch 
or  larger  bleeder  opening  emitting  steam 
continuously  during  the  processing 
period. 

(3)  Pressure  gages.  Each  retort  shtdl 
be  equipped  with  a  pressure  gage.  The 
gage  should  be  graduated  in  divisions  of 
2  pounds  or  less,  should  be  connected  to 
the  retort  shell  or  external  well  by  a  short 
gooseneck  tube,  and  should  be  not  more 
than  4  inches  higher  than  °'ie  gooseneck. 
The  gage  should  be  checked  for  accuracy 
at  least  once  a  year. 

(4)  Steam  controller.  Each  retort  shall 
be  equipped  with  an  automatic  steam 
controller  to  maintain  the  retort  tem¬ 
perature.  This  may  be  a  recording-con- 
trolling  instnunent  when  combined  with 
a  recording  thermometer. 

(5)  Bleeders.  Bleeders,  except  those 
for  thermometer  wells,  shall  be  V(i*lnch 
or  larger  and  shall  be  wide  open  during 
the  entire  process,  including  the  coming- 
up  time.  Bleeders  ^all  be  located  within 
approximately  1  foot  of  each  end;  addi¬ 
tional  bleeders  shall  be  located  not  more 
than  8  feet  apart  along  the  top  of  the  re¬ 
tort.  All  bleeders  shall  be  arranged  in 
such  a  way  that  the  operator  can  observe 
that  they  functioning  properly. 

(6)  Venting  and  condensate  removal. 
Vents  shall  be  located  in  that  portion  of 
the  retort  opposite  the  steam  inlet.  Air 
shall  be  ronoved  before  processing  is 
started.  At  the  time  steam  is  turned  on, 
the  drain  should  be  opened  for  a  ttiw* 


sufficient  to  remove  steam  condensate 
from  the  retort  and  provision  shall  be 
made  for  continuing  drainage  of  con¬ 
densate  during  the  retort  operatitm.  The 
condensate  bleeder  in  the  bottom  of  the 
shell  serves  as  an  Indicator  of  continuous 
condensate  removal. 

(7)  Retort  speed  timing.  The  rota¬ 
tional  speed  of  the  retort  shall  be  specl- 
fled  in  the  scheduled  process.  The  speed 
shall  be  adjusted  and  recorded  when  the 
retort  is  started,  at  any  time  a  speed 
change  is  made,  and  at  intervals  of  suffi¬ 
cient  frequency  to  ensure  that  the  retort 
speed  is  maintained  as  specifled  in  the 
scheduled  process.  These  adjustments 
and  recordings  should  be  meuie  every  4 
hours  or  less.  Alternatively,  a  recording 
tachometer  may  be  used  to  provide  a 
continuous  record  of  the  speed.  A  means 
of  preventing  unauthorized  speed 
changes  on  retorts  shall  be  provided. 

(8)  Emergency  stops.  If  a  retort  jams 
or  breaks  down  during  processing  opera¬ 
tions,  necessitating  cooling  the  retort  for 
reprvirs,  the  retort  shall  either  be  op¬ 
erated  as  a  stUl  retort,  with  all  con¬ 
tainers  being  given  a  full  still  retort 
process  before  the  retort  is  cooled,  or  the 
retort  shall  be  cooled  promptly  and  all 
containers  shall  be  either  reprocessed, 
repacked  and  reprocessed,  or  discarded 

(i)  Any  containers  in  the  retort  in¬ 
take  valve  of  a  continuous  retort  at  the 
time  of  breakdown  shall  either  be  re¬ 
processed,  repacked  and  reprocessed,  or 
discarded. 

(il)  Both  the  time  at  which  the  reel 
stopped  and  the  time  the  retort  was  used 
for  a  still  retort  process,  if  so  used,  shall 
be  marked  on  the  recording  chart  and 
entered  on  the  other  production  records 
required  in  this  chapter.  If  the  alterna¬ 
tive  procedure  of  prompt  cooling  is  fol¬ 
lowed,  the  subsequent  handling  meth¬ 
ods  used  for  the  containers  in  the  retort 
at  the  time  of  stopping  and  cooling  shall 
be  entered  on  the  production  records. 

(9)  Temperature  drop.  If  the  tempera¬ 
ture  of  the  continuous  retort  drops  be¬ 
low  the  temperature  specifled  in  the 
scheduled  process  while  containers  are 
in  the  retort,  the  retort  reel  shall  be 
st<H>ped  promptly.  An  automatic  device 
should  be  used  to  stop  the  reel  when  the 
temperature  drops  below  the  specifled 
process  temperature.  Before  th^  reel  is 
restarted,  all  containers  in  the  retort 
shall  be  given  a  complete  still  retort 
process  if  the  temperature  drop  was  10° 
F  or  more  below  the  specifled  tempera¬ 
ture.  Alternatively,  container  entiY  to 
the  retort  shall  be  stopped  and  the  reel 
shall  be  restarted  to  empty  the  retort. 
The  discharged  containers  shaU  be  either 
reprocessed,  repacked  and  reprocessed, 
or  discarded.  Both  the  time  at  which  the 
reel  stopped  and  the  time  the  retort  was 
used  for  a  still  retort  process,  if  so  used, 
shall  be  marked  on  the  recording  chart 
and  entered  on  the  other  production 
records  required  in  this  chapter.  If  the 
alternative  procedure  of  emptying  the 
retort  is  followed,  the  subsequent  han¬ 
dling  methods  used  for  the  containers  in 
the  retort  at  the  time  of  the  tempera¬ 
ture  drop  shall  be  entered  on  the  pro¬ 
duction  records.  If  the  temperature  dr<H> 
was  less  than  10*  P.  an  authorized  emer- 
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gency  still  process  approved  by  a  quali¬ 
fied  person(s>  having  expert  knowledge 
of  thermal  processing  requirements  may 
be  used  before  restarting  the  retort  reti. 
Alternatively,  container  entry  to  the  re¬ 
tort  shall  be  stopped  and  an  authorized 
emergency  agitating  process  may  be  used 
before  container  entry  to  the  retort  is 
restarted.  If  any  emergency  process  and 
procedure  is  utilized,  no  containers  shall 
enter  the  retort  during  this  time  and  the 
process  and  procedures  used  shall  be  en¬ 
tered  on  the  production  records. 

(10)  Critical  factors.  The  minimum 
headspace  of  containers,  if  specified  in 
the  scheduled  process,  shall  be  measured 
and  recorded  at  intervals  of  sufficient  fre¬ 
quency  to  ensure  that  the  headspace  is 
as  specified  in  the  scheduled  process.  The 
headspace  of  solder-tipped,  lap  seam 
(vent  hole)  cans  may  be  measured  by 
net  weight  determinations.  Where  the 
product  consistency  is  specified  in  the 
scheduled  process,  the  consistency  of  the 
product  shall  be  determined  by  objec¬ 
tive  measurements  on  the  product  taken 
from  the  filler  before  processing  and  re¬ 
corded  at  inter\'als  of  sufficient  frequency 
to  ensure  that  the  craisistency  is  as  spec¬ 
ified  in  the  scheduled  process.  Minimum 
closing  machine  vacuxun  (in  vacuum- 
packed  products),  maximum  drained 
weight,  minimum  net  weight,  and  per¬ 
cent  solids  shall  be  as  specified  in  the 
scheduled  process  for  all  products  where 
deviations  from  such  specifications  may 
affect  the  scheduled  process.  Measure¬ 
ments  of  these  critical  factors  shall  be 
made  and  recorded  at  intervals  of  suf¬ 
ficient  frequency  to  ensure  that  they  are 
as  specified  in  the  scheduled  process.  All 
measurements  and  recordings  of  critical 
factors  should  be  made  at  intervals  not 
to  exceed  15  minutes. 

(d)  Equipment  and.  procedures  for 
pressure  processing  in  steam  in  discon¬ 
tinuous  agitating  retorts — (1)  Indicating 
mercury -in-glass  thermometer.  Elach  re¬ 
tort  shall  be  equipped  with  at  least  one 
mercury-in-glass  thermometer  that  has 
a  temperature  range  of  not  more  than 
100°  F  in  the  processing  range  on  a  scale 
at  least  7  inches  in  length.  The  scale  divi¬ 
sions  shall  be  no  more  than  2°  P.  Ther¬ 
mometers  shall  be  tested  for  accuracy 
against  a  known  accurate  standard  ther¬ 
mometer  upon  installaticm  and  at  least 
once  a  year  thereafter  or  more  frequently 
as  may  be  necessary  to  ensure  their  ac¬ 
curacy.  Bulbs  of  indicating  thermom¬ 
eters  shall  be  installed  either  within  the 
retort  shell  or  in  external  wells  attached 
to  the  retort.  External  wells  or  pipes  shall 
be  c(mnected  to  the  retort  through  at 
least  a  %-inch  diameter  opening,  and 
shall  be  equipped  with  a  1/16-inch  or 
larger  bleeder  opening  so  located  as  to 
provide  a  full  fiow  of  steam  past  the 
length  of  the  thermometer  bulb.  The 
bleeder  for  external  wells  shall  emit 
steam  cmitinuously  during  the  entire 
processing  period.  Thermometers  shall 
be  installed  where  they  can  be  accurately 
and  easily  read.  A  thermometer  with  a 
divided  mercury  column  or  that  deviates 
more  than  1*  F  from  the  standard  shall 
be  r^Mdred  or  replaced.  The  mercury 
thermometer — not  the  recorder  chart — 


shall  be  the  reference  instrument  for  in¬ 
dicating  the  processing  temperature. 

(2)  Temperature  recording  device. 
There  shall  be  an  accurate  temperature 
recording  device  for  each  retort  adjusted 
to  agree  within  1°  P  of  the  known  ac¬ 
curate  mercury-in-glass  thermometer.  A 
means  of  preventing  unauthorized 
changes  in  adjustment  shall  be  provided. 
The  chart  graduations  shall  not  exceed 
2°  F  within  a  range  of  10°  P  of  the  proc¬ 
essing  temperature.  Each  chart  shall 
have  a  working  scale  of  not  more  than 
50°  P  per  inch  Vv'ithin  a  range  of  20°  P 
of  the  processing  temperature.  This  re¬ 
corder  may  be  combined  with  the  steam 
controller  and  may  be  a  recording-con¬ 
trolling  instrument.  The  temperature  re¬ 
corder  bulb  shall  be  installed  either 
within  the  retort  shell  or  in  a  well  at¬ 
tached  to  the  shell.  Each  temperature  re¬ 
corder  bulb  well  shall  have  a  ^^c-inch  or 
larger  bleeder  opening  emitting  steam 
continuously  during  the  processing 
period. 

(3)  Pressure  gages.  Each  retort  shall 
be  equipped  with  a  pressure  gage.  The 
gage  should  be  graduated  in  divisions  of 
2  pounds  or  less,  should  be  connected  to 
the  retort  shell  or  external  well  by  a 
short  gooseneck  tube,  and  should  be  not 
more  than  4  inches  hlgdier  than  the 
gooseneck.The  gage  should  be  checked 
for  accuracy  at  least  once  a  year. 

(4)  Steam  controller.  Each  retort  shall 
be  equipped  with  an  automatic  steam 
controller  to  maintain  the  retort  tem¬ 
perature.  This  may  be  a  recording¬ 
controlling  instrument  when  combined 
with  a  recording  thermometer. 

(5)  Bleeders.  Bleeders,  except  those 
for  thermometer  wells,  shall  be  Vs  inch 
or  larger  and  shall  be  wide  open  during 
the  entire  process,  including  the  coming- 
up-time.  Bleeders  shall  be  located  within 
approximately  1  foot  of  each  end;  addi¬ 
tional  bleeders  shall  be  located  not  more 
than  8  feet  apart  along  the  top  of  the 
retort.  In  retorts  having  top  steam  inlet 
and  bottom  venting,  a  bleeder  shall  be  in¬ 
stalled  in  the  bottom  of  the  retort  to  en¬ 
sure  removal  of  condensate.  All  bleeders 
shall  be  arranged  in  such  a  way  that  the 
operator  can  observe  that  they  are  func¬ 
tioning  properly. 

(6)  Venting  and  condensate  removal. 
The  air  in  each  retort  shall  be  removed 
before  processing  is  started.  At  the  time 
steam  is  turned  on,  the  drain  should  be 
opened  for  a  time  sufficient  to  remove 
steam  condensate  from  the  retort  and 
provision  should  be  made  for  continuing 
drainage  of  condensate  during  the  retort 
operation. 

(7)  Retort  speed  timing.  The  rota¬ 
tional  speed  of  the  retort  shall  be 
specified  in  the  scheduled  process.  The 
rotational  speed  shall  be  adjusted,  as 
necessary,  to  ensure  that  the  speed  is  as 
specified  in  the  scheduled  process.  The 
rotational  speed  as  well  as  the  process 
time  shall  be  recorded  for  each  retort 
load  processed.  Alternatively,  a  recording 
tachometer  may  be  used  to  provide  a  con¬ 
tinuous  record  of  the  speed.  A  means  of 
preventing  unauthoriz^  speed  changes 
on  retorts  shall  be  provided. 


(8)  Critical  factors.  The  minimum 
headspace  of  containers  in  each  retort 
load  to  be  processed,  if  specified  in  the 
scheduled  process,  shall  be  measured  and 
recorded  at  intervals  of  sufficient  fre¬ 
quency  to  ensure  that  the  headspace  is 
as  specified  in  the  scheduled  process.  The 
headspace  of  solder-tipped,  lap  seam 
(vent  hole)  cans  may  be  measured  by 
net  weight  determinations.  Where  the 
product  consistency  is  specified  in  the 
scheduled  process,  the  consistency  of  the 
product  shall  be  determined  by  objective 
measurements  on  the  product  taken 
from  the  filler  before  processing  and  re¬ 
corded  at  intervals  of  sufficient  frequency 
to  ensure  that  the  consistency  is  as  spec¬ 
ified  in  the  scheduled  process.  Mini¬ 
mum  closing  machine  vacuum  (in 
vacuum-packed  products),  maximum 
drained  weight,  minimum  net  weight, 
and  percent  solids  shall  be  as  specified 
in  the  scheduled  process  for  all  products 
where  deviations  from  such  specifica¬ 
tions  may  affect  the  scheduled  process. 
Measurements  of  these  critical  factors 
shall  be  made  and  recorded  at  intervals 
of  sufficient  frequency  to  ensure  that 
they  are  as  specified  in  the  scheduled 
process.  All  measurements  and  record¬ 
ings  of  critical  factors  should  be  made 
at  intervals  not  to  exceed  15  minutes. 

(e)  Equipment  and  procedures  for 
pressure  processing  in  voater  in  discon¬ 
tinuous  agitating  retorts — (1)  Indicating 
mercury-in-glass  thermometer.  Each  re¬ 
tort  shall  be  equipped  with  at  least  one 
merc\iry-in-glass  thermometer  that  has 
a  temperature  range  of  not  more  than 
100°  F  in  the  processing  range  on  a 
scale  at  least  7  inches  iff  length.  The 
scale  divisions  shall  be  no  more  than 
2*  P.  Thermometers  shall  be  tested  for 
accuracy  against  a  known  accurate 
standard  thermometer  upon  installation 
and  at  least  once  a  s^ar  thereafter  or 
more  frequently  as  may  be  necessary  to 
ensure  their  accuracy.  Bulbs  of  indicat¬ 
ing  thermometers  shall  be  installed 
eitlier  within  the  retort  shell  or  in  exter¬ 
nal  wells  attached  to  the  retort.  Ther¬ 
mometers  shall  be  installed  where  they 
can  be  accurately  and  easily  read.  A 
thermometer  that  has  a  divided  mercury 
column  or  that  deviates  more  than  1*  F 
from  the  standard  shall  be  repaired  or 
replaced.  The  mercury  thermometer — 
not  the  recorder  chart — shall  be  the  ref¬ 
erence  instrument  for  indicating  the 
processing  temperature. 

(2)  Temperature  recording  device. 
There  shall  be  an  accimate  temperature 
recording  device  for  each  retort  adjusted 
to  agree  within  1°  P  of  the  known  ac¬ 
curate  mercury-in-glass  thermometer. 
A  means  of  preventing  unauthorized 
changes  in  adjustment  shall  be  provided. 
The  chart  graduations  shall  not  exceed 
2*  F  within  a  range  of  10*  F  of  the 
processing  temperature.  Each  chart  shall 
have  a  working  scale  of  not  more  than 
50*  P  per  inch  within  a  range  of  20*  P 
of  the  processing  temperature.  This  re¬ 
corder  may  be  combined  with  the  steam 
controller  and  may  be  a  recording¬ 
controlling  instrument.  The  temperature 
recorder  bulb  shall  be  installed  either 
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within  the  retort  shell  or  in  a  well  at¬ 
tached  to  the  shell. 

(3)  Presaure  gages.  Each  retort  shall 
be  equipped  with  a  pressure  gage.  The 
gage  should  be  graduated  in  divisions  of 
2  pounds  or  less,  should  be  connected  to 
the  retort  sheU  or  external  well  by  a 
short  gooseneck  tube,  and  should  be  not 
more  than  4  inches  higher  than  the 
gooseneck.  The  gage  should  be  checked 
for  accuracy  at  least  once  a  year. 

(4)  Steam  controller.  Each  retort 
shall  be  equipped  with  an  automatic 
steam  ccmtroller  to  maintain  the  retort 
temperature.  This  may  be  a  recording¬ 
controlling  instrument  when  combined 
with  a  recording  thermometer. 

(5)  Retort  speed  timing.  The  rota¬ 
tional  speed  of  the  retort  shall  be  speci¬ 
fied  in  the  scheduled  process.  The 
rotational  speed  shall  be  adjusted,  as 
necessary,  to  ensure  that  the  speed  is  as 
specified  in  the  scheduled  process.  The 
rotatlmial  speed  as  weU  as  the  process 
time  shall  be  recorded  for  each  retort 
load  processed.  Alternatively,  a  record¬ 
ing  t^hometer  may  be  used  to  provide 
a  continuous  record  of  the  speed.  A 
means  of  preventing  unauthoriz^  speed 
changes  shall  be  provided. 

(6)  Air  supply  and  controls.  Means 
shall  be  provided  for  introducing  com¬ 
pressed  air  at  the  proper  pressure  and 
rate.  The  proper  pressure  shall  be  con¬ 
trolled  by  an  automatic  pressure  control 
unit.  A  check  valve  shall  be  provided  in 
the  air  supply  line  to  prevent  water  from 
entering  the  system. 

(7)  Critical  factors.  The  minimum 
headspace  of  containers  in  each  retort 
load  to  be  processed,  if  specified  in  the 
scheduled  process,  shall  be  measured  and 
recorded  at  intervals  of  sufficient  fre¬ 
quency  to  ensure  that  the  headsnac®  is 
as  specified  in  the  scheduled  process.  The 
headspace  of  solder-tipped,  lap  seam 
(vent  hole)  cans  may  be  measured  by  net 
weight  determinations.  Where  the  prod¬ 
uct  consistency  is  specified  in  the  sched¬ 
uled  process  the  consistency  of  the  prod- 
wet  shall  be  determined  by  objective 
measurements  on  the  product  taken 
from  the  filler  before  processing  and 
recorded  at  intervals  of  sufficient  fre¬ 
quency  to  ensure  that  tiie  consistency  is 
as  specified  in  the  scheduled  process. 
Minimum  closing  machine  vacuum  (in 
vacuum-packed  products),  maximum 
drained  weight,  minimum  net  weight, 
and  percent  solids  shall  be  as  specified 
in  the  scheduled  process  for  all  products 
where  deviations  from  such  specifications 
may  affect  the  scheduled  process.  Meas¬ 
urements  of  these  critical  factors  shall 
be  made  and  recorded  at  intervals  of  suf¬ 
ficient  freouency  to  ensure  that  they  are 
as  specified  in  the  scheduled  process.  All 
measurements  and  recordings  of  critical 
factors  should  be  (hade  at  intervals  not 
to  exceed  15  minutes. 

(f)  Equipment  and  procedures  for 
pressure  processing  in  steam  in  hydro¬ 
static  retorts — (1)  Indicating  mcrcury- 
in-glass  thermometer.  Each  retort  shall 
be  equipped  with  at  least  one  mercury- 
In-glass  thermometer  that  has  a  temper¬ 
ature  range  of  not  more  than  100*  F  in 
the  processing  range  on  a  scale  at  least 
7  inches  in  length.  The  scale  dlvisiims 


RULES  AND  REGULATIONS 

shall  be  no  more  than  2*  P.  Thermom¬ 
eters  shall  be  tested  for  accuracy 
against  a  known  acciurate  standard  ther¬ 
mometer  upon  installation  and  at  least 
once  a  year  thereafter  or  more  frequently 
as  may  be  necessary  to  ensure  their  ac¬ 
curacy.  The  thermometer  shall  be  located 
in  the  steam  dome  near  the  steam-water 
interface.  Where  the  scheduled  process 
specifies  maintenance  of  particular  tem¬ 
peratures  in  the  hydrostatic  water  legs, 
a  mercury-in-glass  thermometer  shall  be 
located  in  each  hydrostatic  water  leg  in  a 
position  near  the  bottom  automatic  re¬ 
corder  so  that  it  can  be  accurately  and 
easily  read.  A  thermometer  that  has  a 
divided  mercury  column  or  that  deviates 
more  than  1*  F  from  the  standard  shall 
be  repaired  or  replaced.  The  mercury 
thermometer — not  the  recorder  chart — 
shall  be  the  reference  instrument  for  in¬ 
dicating  the  processing  temperature. 

(2)  Temperature  recording  device. 
There  shall  be  an  accurate  temperature 
recording  device  for  each  retort  adjusted 
to  agree  within  1*  P  of  the  known  accu¬ 
rate  mercury-in-glass  thermometer.  A 
means  of  preventing  unauthorized 
changes  in  adjustment  shall  be  provided. 
The  chart  graduations  shall  not  exceed 
2*  P  within  a  range  of  10*  P  of  the 
processing  temperature.  Elach  chart  shall 
have  a  working  scale  of  not  more  than 
50*  P  per  in.  within  a  range  of  20*  P  of 
the  processing  temperature.  TTils  re¬ 
corder  may  be  combined  with  the  steam 
controller  and  may  be  a  recording-con- 
trolling  instrument.  The  temperature  re¬ 
corder  bulb  shall  be  Installed  either 
within  the  steam  dome  or  in  a  well  at¬ 
tached  to  the  dome.  Temperature  re¬ 
corder  bulb  wells  shall  have  a  Vi«-inch 
or  large  bleeder  opening  emitting  steam 
continuously  during  the  entire  processing 
period.  Additional  temperature  recorder 
bulbs  shall  be  installed  in  the  hydro¬ 
static  water  legs  if  the  scheduled  process 
specifies  maintenance  of  particular  tem¬ 
peratures  in  the  hydrostatic  water  legs. 

(3)  Recording  of  temperatures.  Tem¬ 
peratures  indicated  by  the  mercury-in- 
glass  thermometer  or  thermometers  shall 
be  entered  on  a  suitable  form  during 
processing  operations.  Temperatures 
shall  be  recorded  by  an  accurate  auto¬ 
matic  recorder  or  recorders  at  the  follow¬ 
ing  points: 

(i)  In  the  steam  chamber  between  the 
steam-water  interface  and  the  lowest 
container  position. 

(11)  Near  the  top  and  the  bottom  of 
each  hydrostatic  water  leg  if  the  sched¬ 
uled  process  specifies  maintenance  of 
particular  temperatures  in  the  legs. 

(4)  Venting.  Before  the  start  of  proc¬ 
essing  operations,  the  retort  steam 
chamber  or  chambers  shall  be  vented  to 
ensure  removal  of  air. 

(5)  Bleeders.  Bleeder  openings  ^- 
inch  or  larger  shall  be  located  at  the  end 
of  the  steam  chamber  or  chambers  op¬ 
posite  from  the  point  of  steam  entry. 
Bleeders  shall  be  wide  open  and  shall 
emit  steam  continuously  during  the  en¬ 
tire  process,  including  the  coming-up¬ 
time.  All  bleeders  shall  be  arranged  in 
such  a  W8iy  that  the  operator  can  ob¬ 
serve  that  they  are  functkining  properly. 
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(6)  Retort  speed.  The  speed  oi  the 
container  conveyor  chain  shall  be  speci¬ 
fied  in  the  scheduled  process  and  shall 
be  determined  and  recorded  at  the  start 
of  processing  and  at  intervals  of  sufficient 
frequency  to  ensure  that  the  retort  speed 
is  maintained  as  specified.  The  speed 
should  be  determined  and  recorded  every 
4  hours.  An  automatic  device  should  be 
used  to  stop  the  chain  when  the  tempera¬ 
ture  drops  below  that  specified  in  the 
scheduled  process.  A  means  of  pi'event- 
ing  unauthorized  speed  changes  shall  be 
provided. 

(7)  Critical  factors,  (i)  Where  maxi¬ 
mum  drained  weight  is  specified  in  the 
scheduled  process,  it  shall  be  measured 
and  recorded  at  intervals  of  sufficient 
frequency  to  ensure  that  the  weight  of 
the  product  does  not  exceed  the  maxi¬ 
mum  for  the  given  container  size  speci¬ 
fied  in  the  scheduled  process. 

(ii)  Minimum  closing  machine  vacuum 
(in  vacuum-packed  products)  shall  be 
observed  and  recorded  at  intervals  of  suf¬ 
ficient  frequency  to  ensure  that  the 
vacuum  is  as  specified  in  the  scheduled 
process. 

(iii)  Such  measurements  and  record¬ 
ings  should  be  made  at  intervals  not  to 
exceed  15  minutes. 

(g)  Aseptic  processing  and  packaging 
systems  —  (1)  Product  sterilizer  —  (i) 
Equipment — (O)  Temperature  indicating 
device.  Each  product  sterilizer  shall  be 
equipped  with  at  least  one  mercury-ln- 
glass  thermometer  that  has  a  tempera¬ 
ture  range  of  not  more  than  100*  F  iiT 
the  processing  range  on  a  scale  at  least  7 
inches  in  length,  or  an  equivalent  tem¬ 
perature  Indicating  device,  such  as  a 
thermocouple-recorder.  The  scale  divi¬ 
sions  or  chart  graduations  of  the  temper¬ 
ature  indicating  device  shall  be  no  more 
than  2*  P  within  the  range  of  10*  P 
of  the  product  sterilization  operating 
range.  The  device  shall  be  installed  in 
the  product  at  the  holding  tube  outlet 
between  the  holding  tube  and  the  inlet 
to  the  cooler.  The  temperature  indicat¬ 
ing  device  shall  be  tested  for  accuracy 
against  a  known  accurate  standard 
thermometer  upon  installation  and  at 
least  once  a  year  thereafter  or  more 
frequently  as  may  be  necessary  to  ensure 
its  accuracy.  The  device  shall  be  installed 
so  that  it  can  be  accurately  and  easily 
read.  A  thermometer  that  has  a  divided 
mercury  column  or  a  device  that  deviates 
more  than  1*  F  from  the  standard  shall 
be  repaired  or  replaced.  The  temperature 
indicating  device  shall  be  the  reference 
instrument  for  indicating  the  processing 
temperature. 

(b)  Temperature  recording  device. 
There  shall  be  an  accurate  temperature 
recording  device  on  each  product  pre¬ 
sterilizer.  The  temperature  sensor  shall 
be  located  in  the  presterilized  product 
at  the  holding  tube  outlet  between  the 
holding  tube  and  the  inlet  of  the  cooler. 
The  recording  device  shall  be  adjusted  to 
agree  with  a  known  accurate  standard 
mercury-in-glass  thermometer.  A  means 
of  preventing  unauthorized  changes  in 
adjustment  shall  be  provided.  The  le- 
cording  device  shall  not  deviate  more 
than  1”  F  from  the  standard  ther¬ 
mometer;  it  shall  be  installed  so  that  it 
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can  be  accurately  and  easily  read.  The 
recording  chart  graduaticms  shall  not 
exceed  2“  P  within  a  range  of  10“  P  of 
the  desired  product  sterilization  temper¬ 
ature.  The  chart  shall  have  a  workiijg 
scale  of  not  more  than  50“  P  per  inch 
within  a  range  of  20“  P  of  the  processing 
temperature. 

(C)  Temperature  recorder-controller. 
An  accurate  temperature  recorder-con¬ 
troller  shall  be  located  in  the  product 
sterilizer  at  the  final  heater  outlet.  It 
shall  be  capable  of  assuring  that  the  de¬ 
sired  product  sterilization  temperature 
is  maintained.  The  chart  graduations 
shall  not  exceed  2“  P  within  a  range  of 
10“  P  of  the  desired  product  steriliza¬ 
tion  temperature. 

(d)  Product-to-product  regenerators. 
Where  a  product-to-product  regenerator 
is  used  to  heat  the  cold  unsterilized  prod¬ 
uct  entering  the  sterilizer  by  means  of  a 
heat  exchange  system.  It  shall  be  de¬ 
signed,  OE>erated,  and  controlled  so  that 
the  pressure  of  the  sterilized  product  in 
the  regenerator  is  greater  than  the  pres¬ 
sure  of  any  unsterilized  product  in  the 
regenerator  to  ensure  that  any  leakage 
in  the  regenerator  will  be  from  the  steri¬ 
lized  product  into  the  unsterilized 
product. 

<e)  Differential  pressure  recorder-con¬ 
troller.  Where  a  product-to-produet  re¬ 
generator  is  used,  there  shall  be  an  ac¬ 
curate  differential  pressure  recorder- 
controller  installed  on  the  regenerator. 
The  scale  divisions  shall  not  exceed  2 
pounds  per  square  inch  on  a  working 
scale  of  not  mere  than  20  pounds  per 
square  inch  per  inch.  The  controller  shall 
be  tested  for  accuracy  against  a  known 
accurate  standard  pressure  indicator, 
upon  installation  and  at  least  once  every 
3  months  of  operation  thereafter  or  more 
frequently  as  may  be  necessaiy  to  ensure 
its  accuracy.  One  pressure  sensor  shall 
be  installed  at  the  sterilized  product  re¬ 
generator  outlet,  and  the  other  pressure 
sensor  shall  be  installed  at  the  unsteri¬ 
lized  product  regenerator  inlet. 

(/)  Metering  pump.  A  metering  pump 
shall  be  located  upstream  from  the  hold¬ 
ing  tube  and  shall  be  operated  to  main¬ 
tain  the  required  rate  of  product  flow.  A 
means  of  preventing  imauthorized  speed 
changes  shall  be  provided. 

(flT)  Product  holding  tube.  The  prod¬ 
uct  sterilizing  holding  tube  shall  be  de¬ 
signed  to  give  continuous  holding  of 
every  particle  of  food  for  at  least  the 
minimum  holding  time  specified  in  the 
scheduled  process.  The  holding  tube 
shall  be  designed  so  that  no  portion  be¬ 
tween  the  product  inlet  and  the  product 
outlet  can  be  heated,  and  it  shall  be 
sloped  upwrard  at  least  0.25  inch  per  foot. 

(ii)  Operation — (a)  Startup.  Prior  to 
the  start  of  aseptic  processing  operations, 
the  product  sterilizer  shall  be  brought  to 
a  condition  of  commercial  sterility. 

(b)  Temperature  drop  in  product  ster¬ 
ilizing  holding  tube.  When  product  tem¬ 
perature  in  the  holding  tube  drops  be¬ 
low  the  temperature  specified  in  the 
scheduled  process,  the  product  holding 
tube  and  any  further  system  portions 
affected  shall  be  returned  to  a  condition 
of  commercial  steiili^  before  flow  is  re¬ 
sumed  to  the  filler. 


(c)  toss  of  proper  pressures  in  the  re¬ 
generator.  Where  a  regenerator  is  used 
the  product  may  lose  sterility  whenever 
the  pressure  of  sterilized  product  in  the 
regenerator  is  less  than  1  lb.  per  square 
in.  greater  than  the  pressure  of  imsteri- 
lized  product  in  the  regenerator.  Product 
flow  to  the  filler  shall  not  be  resumed 
until  the  cause  of  the  improper  pressure 
relationships  in  the  regenerator  has  been 
corrected  and  the  affected  system  (s)  has 
been  returned  to  a  condition  of  commer¬ 
cial  sterility. 

(d)  Records.  Readings  at  the  follow¬ 
ing  points  shall  be  observed  and  recorded 
at  the  start  of  aseptic  packaging  opera¬ 
tions  and  at  intervals  of  suflBcient  fre¬ 
quency  to  ensure  that  these  values  are 
as  specified  in  the  scheduled  process; 
Temperature  indicating  device  in  hold¬ 
ing  tube  outlet;  temperature  recorder  in 
holding  tube  outlet:  temperature  record¬ 
er-controller  at  final  heater  outlet;  dif¬ 
ferential  pressure  recorder-controller,  if 
a  product-to-product  regenerator  is 
used;  and  product  flow  rate  as  estab¬ 
lished  by  the  meering  pump  or  as  deter¬ 
mined  by  filling  and  closing  rates.  Such 
measurements  and  recordings  should  be 
made  at  intervals  not  to  exceed  1  hour. 

(2)  Container  sterilizing,  filling,  and 
closing  operation — (i)  Equipment — (a) 
Recording  device.  The  container  and 
closure  sterilization  system  and  product 
filling  and  closing  system  shall  be  in¬ 
strumented  to  show  that  commercial 
sterility  is  being  achieved.  Automatic  re¬ 
cording  devices  shall  be  used  to  record, 
where  applicable,  the  sterilization  media 
flow  rates  and/or  temperatures.  Where 
a  batch  system  is  used  for  container  ster¬ 
ilization,  the  sterilization  conditions  shall 
be  recorded. 

(b)  Timing  methodis) .  A  method(s) 
shall  be  used  either  to  gpve  the  reten¬ 
tion  time  of  containers,  and  closures  if 
applicable,  in  the  sterilizing  environ¬ 
ment  as  specified  in  the  scheduled  proc¬ 
ess,  or  to  control  the  sterilization  cycle 
at  the  rate  as  specified  in  the  scheduled 
process.  A  means  of  preventing  unau¬ 
thorized  speed  changes  shall  be  provided. 

(ii)  Operation — (a)  Startup.  Prior  to 
the  start  of  packaging  operations,  both 
the  container  and  closure  sterilizing 
system  and  the  product  filling  and  clos¬ 
ing  system  shall  be  brought  to  a  condi¬ 
tion  of  commercial  sterility. 

(b)  Loss  of  sterility.  In  the  event  of 
loss  of  sterility,  the  system(s)  shall  be 
returned  to  a  condition  of  commercial 
sterility  before  resuming  packaging  op¬ 
erations. 

(c)  Records.  Observations  and  meas¬ 
urements  of  operating  conditions  shall 
be  made  and  recorded  at  intervals  of 
sufficient  frequency  to  ensure  that  com¬ 
mercial  sterility  of  the  food  product  is 
being  achieved;  such  measurements 
shall  include  the  sterilization  media  flow 
rates  and/or  temperatures,  the  container 
and  closure  rates  (if  applicable)  through 
the  sterilizing  system,  and  the  steriliza¬ 
tion  conditions  if  a  batch  system  is 
used  for  container  sterilization.  The 
measurements  and  recordings  should  be 
made  at  intervals  not  to  exceed  1  hour. 

(3)  Incubation.  Incubation  tests  shall 
be  ccmducted  on  a  representative  sample 


of  containers  of  product  from  each  code; 
records  of  the  tests  shall  be  maintained. 

(h)  Equipment  and  procedures  for 
flame  sterilizers.  The  container  conveyor 
speed  shall  be  specific  in  the  scheduled 
process.  The  container  conveyor  speed 
shall  be  measured  and  recorded  at  the 
start  of  operations  and  at  intervals  of 
sufficient  frequency  to  ensure  that  the 
conveyor  spe^  is  as  specified  in  the 
scheduled  process.  Such  measurements 
and  recordings  should  be  done  at  1-hour 
intervals.  Alternatively,  a  recording 
tachometer  may  be  used  to  provide  a 
continuous  record  of  the  speed.  A  means 
of  preventing  unauthorized  speed 
changes  on  the  conveyor  shall  be  pro¬ 
vided.  The  surface  temperature  of  at 
least  one  container  from  each  conveyor 
channel  shall  be  measured  and  recorded 
at  the  end  of  the  holding  period  at  in¬ 
tervals  of  sufficient  frequency  to  ensure 
that  the  temperatures  specified  in  the 
scheduled  process  are  maintained.  Such 
measurements  and  recordings  should  be 
done  at  intervals  not  to  exceed  15 
minutes. 

(i)  New  systems.  The  development  of 
new  systems  for  the  thermal  processing 
of  low -acid  foods  in  hermetically  sealed 
containers  shall  conform  to  the  appU- 
cable  requirements  of  this  part  and  shall 
ensure  that  the  methods  and  controls 
used  for  the  manufacture,  processing, 
and 'or  packing  of  such  foods  are  oper¬ 
ated  or  administered  in  a  manner  ade¬ 
quate  to  achieve  commercial  sterility. 

Subpart  D — Control  of  Components,  Food 

Product  Containers,  Closures,  and  In- 

Process  Materials 

§  113.60  Containers. 

(a)  Closures.  Regular  observations 
shall  be  maintained  during  production 
runs  for  gross  closure  defects.  Any  such 
defects  shall  be  recorded,  and  corrective 
action  shall  be  taken  and  recorded.  At 
inten'Bls  of  sufficient  frequency  to  ensure 
proper  closure,  the  operator,  closure  su- 
Ijervisor,  or  other  qualified  container 
closure  inspection  person  shall  visually 
examine  either  the  top  seam  of  a  can 
randomly  selected  from  each  seaming 
head  or  the  closure  of  any  other  tj^ie  of 
container  being  used,  and  shall  record 
his  observations.  Such  measurements 
and  recordings  shoud  be  made  at  inter¬ 
vals  not  to  exceed  30  minutes.  Additional 
visual  closure  inspections  shall  be  made 
immediately  following  a  jam  in  a  closure 
machine,  after  closing  machine  adjust¬ 
ment,  or  after  startup  of  a  machine  fol¬ 
lowing  a  prolonged  shutdown.  All  perti¬ 
nent  observations  shall  be  recorded. 
Where  irregularities  are  found,  the  cor¬ 
rective  action  shall  be  recorded. 

(1)  Teardown  examinations  for  dou¬ 
ble  seam  cans  shall  .be  performed  by  a 
qualified  individual  and  the  results 
therefrom  shall  be  recorded  at  intervals 
of  sufficient  frequency  on  enough  con¬ 
tainers  from  each  seaming  station  to 
ensure  maintenance  of  seam  integrity. 
Such  examinations  and  recordings 
should  be  made  at  intervals  not  to  ex¬ 
ceed  4  hours.  Hie  results  of  the  teardown 
examinations  shall  be  recorded  and  the 
corrective  action  taken,  if  any,  shall  be 
noted. 
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(i)  Required  and  optional  can  seam 
measurements: 

(a)  Micrometer  measurement  system : 
Required  Optionml 

Cover  book.  Overlap  (by  calcula* 

Body  book.  tlon ) . 

Width  (length.  Countersink, 

height). 

Tightness  (observa-  Thickness, 

tlon  for  wrinkle). 

'  (b)  Seam  scope  or  projector: 

Required  ^  Optional 

Body  hook.  'width  (length, 

height) . 

Overlap.  Cover  book. 

Tightness  (observa-  Countersink, 

tlon  for  wrinkle) .  Thickness. 

(c)  Can  double  seam  terminology: 


( ii )  Two  measurwnents  at  different  lo¬ 
cations,  excluding  the  side  seam,  shall 
be  made  for  each  double  seam  character¬ 
istic  if  a  seam  scope  or  seam  projector 
is  used.  When  a  micrometer  is  used,  three 
measurements  shall  be  made  at  points 
approximately  120*  apart,  excluding  the 
side  seam. 

(iii)  Overlap  length  can  be  calculated 
by  the  following  formula: 

The  theoretical  overlap  length  = 

CH  •  BH  +  T-W 

where 

CH  =  cover  hook 

BH  =  body  hook 

T=  cover  thickness,  and 

W  =  seam  width, (height,  length) 

(2)  For  closures  other  than  double 
seams,  appropriate  detailed  inspections 
and  tests  shall  be  conducted  by  qualified 
personnel  at  intervals  of  sufficient  fre¬ 
quency  to  ensure  proper  closing  machine 
performance  and  consistently  reliable 
hermetic  seal  production.  Records  of 
such  tests  shall  be  maintained. 

(b)  Cooling.  Container  cooling  water 
should  be  chlorinated  as  necessary  by 
the  processor  so  that  there  is  a  measur¬ 
able  free  chlorine  residual  at  the  water 
discharge  point  of  the  cimtainer  cooler. 
Other  safe  chemical  or  physical  treat¬ 
ment  which  is  equivalent  to  chlorination 
in  its  bactericidal  effect  may  be  used. 
Where  pressure  pooling  is  utilized,  ade¬ 
quate  pressure  should  be  maintained  for 
a  time  sufficient  to  prevent  ‘  permanent 
distcMlion  of  the  container. 

(c)  Coding.  Each  hermetically  sealed 
container  of  low-acid  processed  food 
shall  be  marked  with  an  identifying  code 
which  shall  be  permanently  visible  to 
the  naked  eye.  Where  the  container  docs 
not  permit  the  code  to  be  embossed 
inked,  the  label  may  be  legibly  perforated 
or  otherwise  marked,  provided  that  the 
label  is  securely  affixed  to  the  iMK^uct 
container.  The  required  idenUflcatkm 
shall  identify  in  code  the  establishment 


where  ptacked,  the  product  oontained 
therein,  the  year  packed,  the  day  packed. 
and  the  period  during  which  packed.  The 
parking  period  code  shall  be  changed 
with  sufiScient  frequency  to  enable  ready 
identification  of  lots  during  their  sale 
and  distribution.  Codes  may  be  changed 
on  the  basis  of  one  of  the  following:  Di- 
tervals  of  every  4  to  5  hours;  personnel 
shift  clianges;  or  batches,  provided  the 
containers  comprising  such  batch  do  not 
extend  over  a  period  of  more  than  one 
personnel  shift. 

(d)  Postprocess  hurdling.  "Where  c&ns 
are  handled  on  belt  conveyors,  such  con¬ 
veyors  should  be  so  constructed  as  to 
minimize  contact  by  the  belt  with  the 
double  seam,  i.e.,  cans  should  not  be 
rolled  on  the  double  seam.  All  worn  and 
frayed  belting,  can  retarders,  cushions, 
etc.  should  be  replaced  with  new  non- 
lx>rous  material.  All  tracks  and  belts 
which  come  into  contact  with  the  can 
seams  should  be  thoroughly  scrubbed  and 
sanitized  at  intervals  of  sufficient  fre¬ 
quency  to  avoid  product  contamination. 
Automatic  equipment  used  in  handling 
filled  containers  should  be  so  designed 
and  operated  in  such  a  manner  as  to 
preserve  the  can  seam  or  otlier  container 
closure  integrity. 

Subpart  E — Production  and  Process 
Controls 

§  113.81  Produrt  prcparuliun. 

(a>  Incoming  raw’  materials,  ingredi¬ 
ents,  and  packaging  components  should 
be  inspect^  upon  receipt  to  ensure  that 
tliey  are  suitable  for  processing.  Raw  ma¬ 
terials  should  be  received  in  an  area  sep¬ 
arate  from  the  processing  areas.  Prior  to 
being  placed  in  inventory,  ingredients 
susceptible  to  microbiological  contami¬ 
nation  which  would  render  them  imsuit- 
able  for  processing  either  should  be  ex¬ 
amined  for  microbiological  conditkm  or 
should  be  received  under  a  supplier’s 
guarantee  that  they  are  of  a  microbio¬ 
logical  condition  suitable  for  use  in  proc¬ 
essing  low-acids  foods.  Products  should 
be  held  prior  to  processing  in  such  a 
manner  as  to  minimize  growth  of  micro¬ 
organisms. 

<b)  Blanching  by  heat,  when  required 
in  the  preparation  of  food  for  canning, 
should  be  effected  by  heating  the  food  to 
the  required  temperature,  holding  it  at 
this  temperature  for  the  required  time, 
and  then  either  rapidly  cocking  the  food 
or  passing  it  to  subsequent  processing 
without  delay.  Thermophilic  growth  and 
contamination  in  blanchers  should  be 
minimized  by  the  use  of  adequate  operat¬ 
ing  temperatures  and  by  cleaning.  Where 
the  blanched  food  piquet  is  washed 
prior  to  filling,  potable  water  should  be 
used. 

(c)  The  filling  of  containers,  either 
mechanically  <»*  by  hand,  shall  be  con¬ 
trolled  so  as  to  ensure  that  the  filling  re¬ 
quirements  specified  in  the  scheduled 
process  are  met. 

(d)  The  exhausting  of  containers  for 
the  removal  of  air  shall  be  contrcriled  so 
as  to  meet  the  conditions  for  which  the 
process  was  designed.  This  may  be  done 
by  heat  exhausting,  mechanical  exhaust¬ 
ing,  hot  brining,  or  steam  injection. 


(e>  When  normally  low-acid  fruits, 
vegetables,  or  vegetable  products  re¬ 
quire  sufficient  acidification  to  permit 
safe  processing  at  low  temperatures,  such 
as  in  boiling  water,  there  shall  be  careful 
super\’ision  to  ensure  that  the  equilib¬ 
rium  pH  of  the  finished  product  meets 
that  of  the  scheduled  process. 

§  113.83  E>labliKhing  i>rhoduI('d  pruc- 
es!*r^. 

Scheduled  processes  for  low-acid  foods 
shall  be  established  by  qualified  persons 
liaving  expert  knowledge  of  thermal 
processing  requirements  for  low-acid 
foods  in  hermetically  sealed  contamers 
and  having  adequate  facilities  for  mak¬ 
ing  such  determinations.  The  type,  range, 
and  combination  of  variations  encoun¬ 
tered  in  commercial  production  shall  be 
adequately  provided  for  in  establishing 
the  scheduled  process.  Critical  factors 
which  may  affect  the  scheduled  process 
<e.g..  minimum  headspace,  consistency, 
maximum  drained  weight,  etc.)  shall  be 
specified  in  the  scheduled  process.  Ac¬ 
ceptable  scientific  methods  of  establish¬ 
ing  lieat  sterilization  processes  shall  in¬ 
clude.  where  necessary,  but  not  be  lim¬ 
ited  to  microbial  thermal  death  time 
data,  process  calculations  based  on  prod¬ 
uct  heat  penetration  data,  inoculated 
packs,  and  incubation  tests.  Product  heat 
penetration  data  may  be  mathematically 
converted  in  calculating  processes  for 
different  container  sizes  and  thermal 

£rocessing  temperatures.  If  Incubation 
;sts  are  necessary,  they  shall  include 
containers  from  test  trials  and  from  ac¬ 
tual  commercial  production  runs  during 
the  period  of  instituting  the  process.  The 
incubation  tests  for  establishing  sched¬ 
uled  processes  should  include  the  con¬ 
tainers  from  the  test  trials  and  a  number 
of  containers  from  each  of  four  or  more 
actual  commercial  production  runs.  The 
number  of  containers  from  actual  com¬ 
mercial  production  runs  should  be  de¬ 
termined  on  the  basis  of  recognized  sci¬ 
entific  methods  to  be  of  a  size  sufficient  to 
ensure  the  adequacy  of  the  process.  Com¬ 
plete  records  covering  all  aspects  of  the 
establishment  of  the  process  and  asso¬ 
ciated  incubation  tests  shall  be  prepared 
and  shall  be  permanently  retained  by  the 
p>erson  or  organization  making  the 
determination. 

§  113.87  Operations  in  the  therniiil 
prorcs»ing  room. 

(a)  Scheduled  processes  and  venting 
procedures  to  be  used  for  each  product 
and  container  size  being  packed  shall 
either  be  posted  in  a  conspicuous  place 
near  the  processing  equipment  or  shall 
be  made  readily  available  to  the  retort 
or  processing  system  operator  and  any 
duly  authorized  employee  of  the  Food 
and  Drug  Administration. 

(b)  All  rettH’t  baskets,  trucks,  cars,  or 
crates  containing  unretorted  food  prod¬ 
uct.  or  some  of  the  containers  on  the 
top  of  each  basket,  shall  be  plainly  and 
conspicuously  marked  with  a  heat  sen¬ 
sitive  indicator,  or  by  other  effective 
means,  which  will  visoaily  indicate  to 
thermal  processing  personnel  whether  or 
not  each  such  unit  has  been  retorted. 


FEOEIAL  REGISTEI,  VOL  42.  NO.  50 — TUESDAY,  MARCH  15,  1977 


14350 


RULES  AND  REGULATIONS 


(c)  The  initial  temperature  of  the  con¬ 
tents  of  the  containers  to  be  processed 
shall  be  determined  and  recorded  with 
sufficient  frequency  to  ensure  that  the 
temperature  of  the  product  is  no  lower 
than  the  minimum  initial  temperature 
specified  in  the  scheduled  process. 

(d)  Timing  devices  used  in  recording 
thermal  process  time  information  shall 
be  accurate  to  the  extent  needed  to  en¬ 
sure  that  the  processing  time  specified 
in  the  scheduled  process  is  achieved. 
Pocket  or  wrist  watches  shall  not  be  con¬ 
sidered  satisfactory  for  timing  purposes. 

(e)  For  continuous  agitating  retorts, 
the  condensate 'bleeder  shall  be  checked 
with  sufficient  frequency  to  ensure  ade¬ 
quate  removal  of  condensate.  A  record 
shall  be  kept  to  show  how  it  is 
functioning. 

§113.89  Dcvialionis  in  prtM’osKing. 

Whenever  any  process  is  less  than  the 
scheduled  process  for  any  low-acid  food 
or  container  system  as  disclosed  from 
records,  by  processor  check,  or  otherwise, 
the  commercial  processor  of  such  low- 
acid  food  shall  either  fully  reprocess  that 
portion  of  the  production  involved,  keep¬ 
ing  full  records  of  the  reprocessing  con¬ 
ditions  or,  alternatively,  shall  set  aside 
that  portion  of  the  production  involved 
for  further  evaluati<m  as  to  any  potential 
public  health  significance.  Such  evalua¬ 
tion  shall  be  made  by  a  competent  proc¬ 
essing  authority  and  shall  be  in  accord¬ 
ance  with  procedures  recognized  by 
competent  processing  authorities  as  be¬ 
ing  adequate  to  detect  any  potential 
hazard  to  public  health.  Unless  such 
evaluation  demonstrates  that  the  product 
had  been  given  a  thermal  process  that 
rendered  it  free  of  microorganisms  of 
potential  public  health  significance,  the 
product  set  aside  either  shall  be  fully  re¬ 
processed  to  render  it  commercially  ster¬ 
ile  or  it  shall  be  destroyed.  A  record  shall 
be  made  of  the  evaluaticm  procedures 
used  and  the  results.  Either  upon  comple¬ 
tion  of  full  reprocessing  and  the  attain¬ 
ment  of  commercial  sterility  or  after  the 
determination  that  no  significant  poten¬ 
tial  for  public  health  hazard  exists,  that 
portion  of  the  production  involved  may 
be  shipped  in  normal  distribution.  Other¬ 
wise,  the  portion  of  the  production  in¬ 
volved  shall  be  destroyed. 

Subpart  F — Records  and  Reports 
§113.100  Records. 

(a)  Processing  and  production  infor¬ 
mation  shall  be  entered  by  the  retort  or 
processing  system  operator,  or  other  des¬ 
ignated  person,  on  forms  which  shall  in¬ 
clude  the  product,  the  code  number,  the 
retort  or  processing  system  number,  the 
size  of  container,  the  aporoximate  num¬ 
ber  of  containers  per  coding  interval,  the 
minimum  initial  temperature,  the  actual 
processing  time  and  temperature,  the 
mercury-ln-glass  and  recording  ther- 
mmneter  readings,  and  other  appropriate 
processing  data.  Closing  machine  vac¬ 
uum  (in  vacuum-packed  products), 
maximum  drained  weight,  or  other  criti¬ 
cal  factors  specified  In  the  scheduled 
process  shall  also  be  recorded.  In  addi¬ 


tion,  the  following  records  shall  be 
maintained: 

(1)  Still  retorts.  Time  steam  on;  time 
temperature  up  to  processing  tempera¬ 
ture;  time  steam  off ;  venting  time  and/or 
temperature  to  which  vented  (as  appli¬ 
cable)  . 

(2)  Agitating  retorts.  Functioning  of 
condensate  bleeder;  retort  speed;  and, 
where  specified  in  the  scheduled  proc¬ 
ess,  headspace,  consistency,  maximum 
drained  weight,  minimum  net  weight, 
and  percent  olids. 

(3)  Hydrostatic  retorts.  The  tempera¬ 
ture  in  the  steam  chamber  between  the 
steam-water  interface  and  the  lowest 
container  position;  speed  of  the  contain¬ 
er  conveyor  chain ;  and,  where  the  sched¬ 
uled  process  specifies  maintenance  of 
particular  temperatures  in  the  hydro¬ 
static  water  legs,  the  temperatures  near 
the  top  and  the  bottom  of  each  hydro¬ 
static  water  leg. 

(4)  Aseptic  processing  and  packaging 
systems.  Product  temperature  in  the 
holding  tube  outlet  as  indicated  by  the 
temperature  indicating  device  and  the 
temperature  recorder;  product  tempera¬ 
ture  in  the  final  heater  outlet  as  indi¬ 
cated  by  the  temperature  recorder- 
controller;  differential  pressure  as  indi¬ 
cated  by  the  differential  pressure  record¬ 
er-controller,  if  a  product-to-product 
regenerator  is  used;  product  flow  rate,  as 
determined  by  the  metering  pump  or  by 
filling  and  closing  rates;  sterilization 
media  flow  rate  and/or  temperature;  re¬ 
tention  time  of  containers,  and  closures 
where  applicable,  in  the  sterilizing  equip¬ 
ment;  and,  where  a  batch  system  is  used 
for  container  and/or  closiu-e  sterilization, 
sterilization  cycle  times  and  tempera¬ 
tures. 

(5)  Flame  sterilizers.  Container  con¬ 
veyor  speed;  surface  temperature  at  the 
end  of  the  holding  period;  nature  of  con¬ 
tainer. 

(b)  Recording  thermometer  charts 
shall  be  identified  by  date,  and  other 
data  as  necessary,  so  they  can  be  corre¬ 
lated  with  the  written  record  of  lots 
processed.  Each  entry  on  the  record  shall 
be  made  by  the  retort  or  processing  sys¬ 
tem  operator,  or  other  designated  per¬ 
son,  at  the  time  the  specific  retort  or 
processing  system  condition  or  opera¬ 
tion  occurs,  and  the  retort  or  processing 
system  operator  or  such  designated  per¬ 
son  shall  sign  or  initial  each  record 
form.  Not  later  than  1  working  day  after 
the  actual  process,  and  prior  to  shipment 
or  release  for  distribution,  a  representa¬ 
tive  of  plant  managnnent  who  is  qual¬ 
ified  by  suitable  training  or  experience 
shall  review  all  processing  and  produc¬ 
tion  records  for  completeness  and  to 
ensure  that  the  product  received  the 
scheduled  process.  The  records,  includ¬ 
ing  the  recording  thermoijaeter  chart(s) , 
shall  be  signed  or  initialed  by  the  per¬ 
son  conducting  the  review. 

(c)  Written  records  of  all  container 
closure  examinations  shall  specify  the 
product  code,  the  date  and  time  of  con¬ 
tainer  closure  inspections,  the  measure¬ 
ments  obtained,  and  all  corrective  actions 
taken.  Records  shall  be  signed  or  ini¬ 


tialed  by  the  container  closure  inspector 
and  shall  be  reviewed  by  management 
with  sufficient  frequency  to  assure  that 
the  containers  are  hermetically  sealed. 

(d)  Copies  of  all  records  provided  for 
in  this  part  except  those  required  under 
§  113.83  establishing  scheduled  processes, 
shall  be  retained  at  the  processing  plant 
for  a  period  of  not  less  than  one  year,  and 
at  the  processing  plant  or  other  reason¬ 
ably  accessible  location  for  an  additional' 
two  years.  If  during  the  first  year  of  the 
three-year  record  'retention  period  the 
processing  plant  is  closed  for  a  prolonged 
period  between  seasonal  packs,  the  rec¬ 
ords  may  be  transferred,  to  some  other 
reasonably  accessible  location  at  the  end 
of  the  seasonal  pack. 


PART  118 — CACAO  PRODUCTS  AND 
CONFECTIONERY 
Subpart  A— Ganersl  Provisions 

Sec. 

118.1  Current  good  manufacturing  prac¬ 
tice. 

118.3  Definitions. 


Subpart  D — [Rasarvad] 

Subpart  E — Production  and  Process  Controls 


AtrrHOBiTT:  Secs.  402(a)(4),  400,  701(a), 
62  Stat.  1046,  1055,  72  SUt.  1785-1788  (21 
U.S.C.  342(a)(4),  348,  371(a)). 

Subpart  A — General  Provisions 

§  118.1  Currrnt  good  muniifacliiring 
practice. 

(a)  The  criteria  and  definitions  in 
Part  110  of  this  chapter  shall  apply  in 
determining  whether  the  facilities, 
methods,  pi*actices,  and  controls  used 
for  the  manufacture,  processing,  pack¬ 
ing.  or  holding  of  cacao  products  and 
confectionery  are  in  conformance  with 
and  are  operated  or  administered  in  con¬ 
formity  with  good  manufacturing  prac¬ 
tices  to  produce,  under  sanitary  condi¬ 
tions,  food  for  human  consumption. 

(b)  The  criteria  in  §§  118.20,  118.35, 
118.37,  118.40,  118.80,  and  118.100  set 
forth  additional  standards  to  be  applied 
in  evaluating  the  methods  and  prcx;e- 
dures  used  in  the  manufacture,  process¬ 
ing,  packaging,  packing,  or  holding  of 
cacao  products  and  confectionery. 

(c)  Pertinent  criteria  from  Pgrt  110  of 
this  chapter  have  been  incorporated  into 
§S  118.20,  118.35,  118.37,  118.40,  118.80, 
and  118.100  to  emphasize  critical  control 
points  in  the  manufacture,  processing, 
packaging,  packing,  or  holding  of  cacao 
products  and  confectionery. 

§  118.3  Definilions. 

For  the  purposes  of  this  part,  the  fol¬ 
lowing  definitions  apply: 

(a)  “Cacao  products”  means  any  form 
of  chocolate,  chocolate  product,  cocoa,  or 


Subpart  B — Buildings  and  Facilities 
118.20  Plants  and  grounds. 

118.36  Sanitation  faculties. 

118.37  Sanitary  iterations.  , 

Subpart  C — Equipment 

118.40  Equipment  and  procedures 


118.80  Processes  and  controls. 

Subpart  F — Records  and  Reports 
118.100  Records. 
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cocoa  product.  Such  foods  include  but 
are  not  limited  to  cacao  nibs,  sweet  choc¬ 
olate,  milk  chocolate,  other  foods  stand¬ 
ardized  by  Part  163  of  this  chapter,  and 
chocolate  sirup.  They  do  not  include  the 
raw  cacao  bean,  extracts,  flavwing  de¬ 
rived  from  such  extracts,  and  chocolate- 
or  cocoa-flavored  foods. 

(b)  “Confectionery”  means  candy  and 
other  food  products  made  with  sweet¬ 
eners,  and  frequently  prepared  with  col¬ 
orings,  flavorings,  milk  products,  cacao 
products,  nuts,  fruits,  starches,  and  other 
materials.  Such  foods  include  but  are  not 
limited  to  frostings,  toppings,  and  cake 
decorations.  They  do  not  include  chew¬ 
ing  gum,  sauces,  sirups.  Jellies,  jams,  pre¬ 
serves.  cakes,  or  cookies. 

(c>  “Lot”  means  a  collection  of  pri¬ 
mary  containers  or  units  of  the  same 
size,  type  and  style,  containing  finished 
product  produced  under  conditions  as 
nearly  uniform  as  possible,  desigmated 
by  a  common  container  code  or  mark¬ 
ing,  and,  in  any  event  no  more  than  a 
day's  production. 

(d)  “Return”  means  clean,  wholesome 
product(s)  returned  to  the  manufacturer 
for  reprocessing  for  reasons  other  than 
insanitary  conditions  and  which  is  suit¬ 
able  for  use  as  food. 

(e>  “Rework”  means  clean,  wlxtlesome 
product(s)  removed  from  processing  for 
reasons  other  than  insanitary  conditions 
and  which  is  suitable  for  reprocessing 
and  for  use  as  food. 

(f)  “Shall”  refers  to  mandatory  re¬ 
quirements  and  “should”  refers  to  rec- 
onunended  or  advisory  procedures  or 
equipment. 

(g)  “Waste”  means  product  rejected 
due  to  adulteration  that  renders  it  un¬ 
suitable  for  use  as  human  food. 

Subpart  B — Buildings  and  Facilities 
§  118.20  Plant$i  and  grounds. 

Effective  measures  shall  be  taken  to 
prevent  contamination  of  products,  raw 
materials,  or  packaging  materials  with 
microorganisms,  chemicals,  filth,  or 
other  extraneous  material.  This  may  be 
accomplished  by  separating  the  follow'- 
ing  operations  by  partition,  location,  air 
flow,  enclosed  systems,  or  other  effective 
means: 

(a)  Receiving. 

(b)  Raw  material  storage. 

(c)  Cacao  bean  cleaning,  roasting, 
cooling,  cracking,  and  fanning. 

(d)  Cacao  product  milling,  pressing, 
mixing,  refining,  conching.  tempering, 
and  molding. 

(e)  Pulverizing  or  separating  of  cocoa, 
and  other  dusty  operations. 

(f)  Cacao  product  and  confectionery 
processing. 

(g)  Portable  equipment  and  utensfl 
cleaning  and  sanitizing. 

(h)  Packaging  and  packing. 

(i)  Finished  product  storage  and  ship¬ 
ping. 

§118.35  Saahation  faniilic*. 

(a)  Adequate  and  readily  accessible 
hand  washing  azMl  saaMtslng  fadUtles 
shall  be  provided  in  the  plant  for  em¬ 
ployees  who  may  handle  improteeted 
food,  unprotected  packaging  materials. 


and  food-contact  surfaces.  Such  facilities 
shall  be  furnished  with  nmning  water  at 
a  suitable  temperature  for  hand  washing, 
effective  hand  cleaning  and  sanitizing 
preparations,  sanitary  towel  service  or 
suitable  drying  devices,  and,  where  ap¬ 
propriate,  refuse  receptacles  constructed 
and  maintained  in  a  manner  to  prevent 
product  contamination.  These  facilities 
should  also  be  equipped  wtih  water  con¬ 
trol  valves  so  designed  and  constructed 
as  to  prevent  reccntamination  of  clean, 
sanitized  hands. 

(b>  Readily  understandable  signs  di¬ 
recting  employees  handling  unprotected 
food,  unprotected  packaging  materials,  or 
food-contact  surfaces,  to  wash  and  sani¬ 
tize  their  hands  before  starting  work, 
after  each  absence  from  post  of  duty, 
and  when  their  hands  may  have  become 
soiled  or  contaminated  shall  be  conspicu¬ 
ously  posted  in  the  processing  room(s> 
and  in  all  other  areas  where  employees 
may  handle  such\naterlals  and  sm-faces. 

(c)  Management  shall  maintain  suflB- 
cient  control  to  ensure  that  employees 
liandling  unprotected  food,  unprotected 
packaging  materials,  or  food -contact  sur¬ 
faces  wash  and  sanitize  their  hands  be¬ 
fore  starting  work,  after  each  absence 
from  post  of  duty,  and  when  their  hands 
may  have  become  soiled  or  contaminated. 

§  1 18..37  Sanitary  opcration«. 

(a)  Cleaning  and  sanitizing  of  uten.siis 
and  equipment  shall  be  carried  out  in 
such  a  manner  as  to  prevent  raw  mate¬ 
rial,  packaging  material,  or  product 
contamination. 

(b)  Food-contact  surfaces  of  equip¬ 
ment  used  for  processing  or  holding  low 
moisture  raw  materials  or  products  such 
as  chocolate,  fats  and  oils,  liquid  nutritive 
sweeteners,  peanut  butter,  «md  similar 
materials  which  are  not  conducive  to 
microbial  growth  shall  be  maintained  in 
a  sanitary  condition.  When  wet  cleaning 
of  such  equipment  may  cause  conditions 
conducive  to  microbial  growth,  other  ap¬ 
propriate  cleaning  methods  shall  be  uti¬ 
lized  to  prevent  product  contamination. 

(c)  Poisonous  or  dangerous  cleaning 
compounds,  sanitizing  agents,  and  pes¬ 
ticide  chemicals  shall  be  applied,  stored, 
and  held  in  such  a  manner  as  to  prevent 
food  or  packaging  material  contamina¬ 
tion.  These  materials  shall  be  identi¬ 
fied  and  used  only  in  such  manner  and 
under  such  conditions  as  will  be  safe  for 
their  intended  use.  Any  applicable  reg¬ 
ulations  promulgated  by  the  Environ¬ 
mental  Protection  Agency  for  the  impli¬ 
cation.  use.  or  holding  of  such  material 
shall  be  followed. 

Subpart  C — Equipment 
§118.40  Equipiacnt  aiul  proredurrA. 

(a)  Food-contact  surfaces  shall  be  cor¬ 
rosion-free  and  made  of  nontoxic  mate¬ 
rial  that  will  not  crack  or  disintegrate 
in  normal  operation  and  will  withstand 
the  environment  of  its  Intended  use  and 
the  action  of  food  ingredients,  cleaning 
compounds,  and  sanitizing  agents.  All 
food-contact  surfaces  shall  be  main¬ 
tained  to  prevent  product  contamination 
and  shall  be  in  compliance  with  section 
409  of  the  act  (21  UlB.C.  348)  as  It  per¬ 
tains  to  indirect  food  additives. 


(b)  Seams  on  food-contact  surfaces 
shall  be  smoothly  bonded  or  maintained 
so  as  to  prevent  microbi(dogical  contam¬ 
ination  in  places  where  dirt  or  organic 
material  might  accumulate. 

(c)  Nonfood-contact  surfaces  of  equip¬ 
ment  shall  be  so  constructed  tliat  they 
can  be  kept  in  a  clean  condition. 

id)  Regulating  and.  or  recording  con¬ 
trols.  thermometers,  other  temperature 
measuring  devices,  and  temperature  re¬ 
cording  devices  on  equipment  used  to 
pasteurize  raw  materials  or  products 
shall  be  accurate  and  effective  for  their 
designated  uses.  The  accuracy  of  temper- 
atui'e  controlling,  measuring,  and  re¬ 
cording  devices  on  equipment  lised  to 
control  or  prevent  undesirable  microbial 
growth  in  raw  materials  or  finished 
products  shall  be  within  :±2®  F. 

(e)  Each  freezer  and  cold  storage  com-  '' 
partment  used  for  storing  or  holding  raw 
materials  or  products  capable  of  support¬ 
ing  growth  of  microorganisms  shall  be 
fitted  with  an  indicating  thermometer, 
temperature  measuring  device,  or  tem¬ 
perature  recording  device  so  installed  as 
to  show  accurately  the  temperature 
w'ithin  the  compartment,  and  should  be 
fitted  with  an  automatic  control  for  reg¬ 
ulating  temperature  or  an  automatic 
alarm  system  to  indicate  a  significant 
temperature  change  in  a  manual  opera¬ 
tion. 

«f»  Cooling  tunnels  on  processing  lines 
shall  have  access  doors  or  other  provi¬ 
sions  to  permit  cleaning  of  the  interior. 

Subpart  D— [Reserved] 

Subpart  E — Production  and  Process 
Controls 

§  118.80  I’rocemcs  and  controls. 

The  manufacturer  shall  employ  ap¬ 
propriate  quality  control  procedures  and 
treatments  to  ensime  that  raw  materials 
and  finished  products  are  w'holesome  and 
fit  for  food,  that  packaging  materials  are 
safe  and  suitable  and  that  all  of  the 
foregoing  materials  are  otherwise  in  com¬ 
pliance  with  the  Federal  Food,  Drug,  and 
Cosmetic  Act. 

(a)  Handling  of  raw  materials.  (1) 
Milk  and  milk  products  shall  have  been 
pasteurized  before  use,  and  egg  products 
shall  have  been  pasteurized  or  otherwise 
treated  to  destroy  viable  Salmonella  mi¬ 
croorganisms  before  use,  or  these  mate¬ 
rials  (i.e.,  milk,  milk  products  and  egg 
products)  shall  be  pasteurized  or  other¬ 
wise  treated  during  processing  operations 
to  destroy  pathogenic  microorganisms. 
The  manufacturer  shall  ensure  that  gela¬ 
tin,  dried  coconut,  nuts,  and  other  raw 
materials  susceptible  to  contamination 
by  pathogenic  microorganisms  are  free  of 
such  microorganisms  before  these  mate¬ 
rials  are  incorporated  into  finished  prod¬ 
ucts  imless  these  materials  are  pasteur¬ 
ized  or  otherwise  treated  before  or  during 
processing  operations  to  destroy  path¬ 
ogenic  microorganisms.  Compliance  with 
this  requirement  may  be  accomplished  by 
purchakng  these  materials  under  a  sup- 
pUer'k  guarantee  or  certification,  or  veri¬ 
fied  by  analyzing  these  materiids  for 
pathogenic  microorganisms. 

*  (2)  The  manufacturer  shall  ensure 
that  peanuts,  Brazil  nuts,  pistachio  nuts. 
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filberts,  walnuts,  almonds,  pecans,  com 
meal,  and  other  raw  materials  susceptible 
to  aflatoxln  contamination  comply  with 
curr^t  Food  and  Drug  Administration 
regulations,  guidelines,  and  action  levels 
for  poisonous  or  deleterious  substances 
before  these  materials  are  incorporated 
into  finished  products.  Compliance  with 
this  requirraient  may  be  accomplished  by 
purchasing  these  materials  under  a  sup¬ 
plier’s  guarantee  or  certification,  or  veri¬ 
fied  ’'y  analyzing  these  materials  for 
afiatoxins. 

(3)  The  manufacturer  shall  ensure 
that  nuts,  raisins,  cacao  beans,  spices,  re¬ 
work,  return,  and  other  raw  materials 
susceptible  to  infestation  or  contamina¬ 
tion  by  animals,  birds,  vermin,  microor¬ 
ganisms,  or  extraneous  material  comply 
with  current  Food  and  Drug  Administra¬ 
tion  regulations,  guidelines,  and  action 
levels  for  natural  or  imavoidable  defects 
before  these  materials  are  Incorporated 
into  finished  products.  Compliance  with 
this  requirement  may  be  verified  by  ex¬ 
amining  these  materials  for  infestation 
and  contamination. 

(b)  Storing  and  holding  of  raw  mate¬ 
rials.  Raw  materials  shall  be  held  in  con¬ 
tainers  so  designed  and  constructed  as  to 
prevent  raw  material  contamination. 
Raw  materials  and  packaging  materials 
shall  be  held  at  such  temperature  and 
relative  humidity  and  in  such  a  manner 
as  to  prevent  their  adulteration  due  to 
contamination  or  dewMnposltlon. 

(1)  Materials  capable  of  supporting 
growth  of  pathogenic  microorganisms 
shall  be  stored  at  a  temperature  below 
40'  F  or  above  140'  F,  except  for  such 
period  of  time  actually  required  for  the 
processing  involved  and  which  does  not 
affect  the  wholesomeness  of  the  raw  ma¬ 
terials. 

(2)  Frozen  materials  shall  be  kept 
frozen  and  should  be  stored  at  a  tem¬ 
perature  of  0“  F  or  below. 

(3)  Liquid  sugars  shall  be  held  in  such 
a  manner  as  to  prevent  microbial  growth 
or  any  other  direct  or  indirect  contami¬ 
nation.  Storage  tanks  for  liquid  sugars 
shall  have  filtered  air-intake  vents. 

(4)  Liquid  mixtures  containing  egg 
products  or  other  perishable  materials 
and  capable  of  supporting  growth  of 
pathogenic  microorganisms  shall  be  held 
in  such  a  manner  as  to  preclude  the 
growth  of  these  microorganisms  or  shall 
be  processed  in  such  a  manner  as  to  de¬ 
stroy  these  microorganisms.  This  may  be 
accomolished  by: 

(i)  Maintaining  the  mixtures  at  a 
temperature  below  40'  F  after  removal 
from  storage  and  disposing  of  the  unused 
portion  at  least  every  12  hours  during 
operations  smd  at  the  end  of  the  day’s 
operation;  or 

(ii)  Maintaining  the  mixture  at  a  t^- 
perature  below  50'  F  after  removal  from 
storage  and  di.sposing  of  the  unused 
portion  at  least  every  4  hours  during 
operations  and  at  the  end  of  the  day’s 
operation;  or 

(iii)  Pasteurizing  or  otherwise  treat¬ 
ing  the  mixtures  during  processing  op¬ 
erations  to  destroy  pathogenic  microm-- 
ganisms. 

(c)  Processing  operatiohs.  tl)  Frozen- 


egg  products  shall  be  defrosted  in  a  sani¬ 
tary  manner  and  by  such  methods  that 
their  wholesomeness  is  not  adversely  af¬ 
fected.  This  may  be  accomplished  by  de¬ 
frosting  at  a  temperature  of  40'  F  or  be¬ 
low,  or  by  defrosting  at  a  temperature 
above  40'  F  for  a  period  of  time  not  ex¬ 
ceeding  24  hours:  Provided,  That  the 
temperature  in  any  part  of  the  defrosted 
liquid  does  not  exceed  50'  F. 

(2)  Processes  intended  to  pasteurize 
or  otherwise  treat  materials  to  destroy 
pathogenic  microorganisms  shall  be  sci¬ 
entifically  determined  to  be  adequate 
under  the  conditions  of  manufacture  for 
a  given  product  to  ensure  destruction  of 
such  microorganisms. 

(3)  Rework  and  return  shall  be  c<»i- 
sidered  as  raw  materials.  Ihey  ^aU  be 
held  in  properly  identified  containers  in 
a  manner  to  prevent  product  contami¬ 
nation. 

(4)  Waste  shall  not  contribute  to  di¬ 
rect  or  indirect  product  contamination. 
This  may  be  accomplished  by  holding 
the  waste  in  properly  Identified  con¬ 
tainers  and  removing  it  from  the  proc¬ 
essing  area  daily. 

(5)  Effective  measures  shall  be  taken 
to  prevent  cross  contamination  between 
raw  materials  and  finished  products  or 
between  refuse  and  these  materials. 
When  any  of  these  materials  are  unpro¬ 
tected  they  shall  not  be  handled  simul¬ 
taneously  in  a  receiving,  loading,  or 
shipping  area.  Raw  materials  and  prod¬ 
ucts  transported  by  cemveyor  shall  be 
protected  against  contamination  from 
extraneous  material. 

(6)  Equipment,  containers,  and  uten¬ 
sils  used  to  convey,  process,  hold  or 
store  raw  materials  or  products  shall  be 
handled  during  processing  or  storage  in 
such  a  manner  as  to  prevent  raw  ma¬ 
terial  or  product  contamination. 

(7)  Effective  measures  shall  be  taken 
to  prevent  the  inclusion  of  metal  or 
other  extraneous  material  in  finished 
products.  This  may  be  accomplished  by 
using  suitable  equipment  such  as  sieves, 
magnets,  electronic  metal  detectors,  or 
by  other  effective  means. 

(8)  Effective  measiu*es  shall  be  taken 
to  remove  extraneous  material  from 
molding  starch  before  it  is  reused  in 
molding  operations.  This  may  be  accom¬ 
plished  by  passing  the  starch  through  a 
sieve  and  a  metal  trap  or  by  otherwise 
treating  it  to  remove  extraneous  ma¬ 
terial. 

(9)  The  cooling  and  winnowing  of 
roasted  cacao  beans  and  the  processing 
and  storage  of  cocoa  nibs  shall  be  carried 
out  in  such  a  manner  as  to  prevent  prod¬ 
uct  contamination. 

(10)  Cacao  bean  shell,  dust,  and  other 
residue  particles  resulting  from  crack¬ 
ing  operations  shall  be  handled  and  held 
in  such  a  manner  as  to  prevent  product 
c(mtamination. 

(11)  Adulterated  materials  shall  be 
disposed  of  in  such  a  manner  as  to  pre¬ 
vent  raw  material,  rework,  retimi,  or  fin¬ 
ished  product  contamination,  or  shall  be 
reconditioned,  if  feasible,  and  then  re¬ 
examined  and  found  to  be  wholesome 
before  being  Incorporated  Into  finished 
products. 


(d)  Coding.  Permanently  legible  code 
marks  shall  be  placed  at  a  readily  visible 
location  (m  eadi  shipping  container  or 
they  shall  be  placed  on  each  finished 
product  package  delivered  or  displayed 
to  retail  purchasers  and  be  visible  on  the 
unopened  package.  The  code  marks  may 
be  placed  in  both  locatimis  if  desired  by 
the  manufacturer.  Such  marks  shall 
Identify  at  least  the  plant  where  packed 
and  the  product  lot  or  packaging  lot. 

(e)  Warehousing  and  distribution. 
Finished  products  shall  be  handled  in 
storage,  during  shipment,  and  while  be¬ 
ing  held  for  sale  in  such  a  manner  as  to 
prevent  product  contamination.  Trans¬ 
portation  equipment,  warehouses,  and 
other  facilities  used  for  storing,  holding, 
or  transporting  finished  products  shall 
be  of  such  design  and  construction  as  to 
prevent  contamination  or  adulteration 
of  the  products.  Such  facilities  and 
equipment  shall  be  free  of  vermin  or 
o^er  objectionable  conditions. 

Subpart  F — Records  and  Reports 
§  118.100  Records. 

(a)  Records  shall  be  maintained  of  the 
results  of  examinations  of  raw  ma¬ 
terials,  packaging  materials,  and  fin¬ 
ished  products.  Suppliers’  guarantees  or 
certifications  that  verify  compliance 
with  Food  and  Drug  Administration  reg¬ 
ulations  and  guidelines  shall  be  retained. 

(b)  Processing  and  production  records 
covering  processes  intended  to  pasteurize 
or  otherwise  treat  materials  to  destroy 
pathogenic  microorganisms  shall  be 
maintained,  and  shall  contain  sufBcient 
information  to  permit  a  public  health 
evaluation  of  the  processes. 

(c)  Records  shall  be  maintained  to 
identify  the  initial  distribution  of  the 
finished  product  to  facilitate,  when  nec¬ 
essary,  the  segregation  of  specific  food 
lots  that  may  have  become  contaminated 
or  otherwise  rendered  unfit  for  their  in¬ 
tended  use. 

(d)  The  records  required  by  para¬ 
graphs  (a),  (b),  and  (c)  of  this  section 
shall  be  retained  for  a  period  of  time 
that  exceeds  the  shelf  life  of  the  finished 
product,  except  that  they  need  not  be 
retained  more  than  2  years. 
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Subpart  A — General  Provisions 

§  122.1  Current  good  nuinnfarlurina 
practice. 

(a)  The  criteria  in  Part  110  of  this 
chapter  shall  apply  in  determining 
whether  the  facilities,  methods,  prac¬ 
tices,  and  controls  used  for  the  manu¬ 
facture,  processing,  packing,  or  holding 
of  fish  and  seafood  products  are  in  con¬ 
formance  with  and  are  operated  or  ad¬ 
ministered  in  conformity  with  good  man¬ 
ufacturing  practice  to  produce,  under 
sanitary  conditions,  food  for  human 
consumption. 

(b)  The  criteria  in  this  part  set  forth 
additional  requirements  for  the  hot- 
process  smoked  or  hot-process  smoke- 
flavored  fish  industry. 

§  122..S  Definitions. 

For  the  purposes  of  this  part,  the  fol¬ 
lowing  definitions  apply: 

(a)  “Smoked  fish”  means  any  fish 
that  is  prepared  by  treating  it  with  salt 
(sodium  chloride)  and  then  subjecting  it 
to  the  direct  action  of  smoke  from  burn¬ 
ing  wood,  sawdust,  or  similar  material. 

(b)  “Smoke-fiavored  fish”  means  any 
fish  that  is  prepared  by  treating  it  with 
salt  (sodium  chloride)  and  then  impart¬ 
ing  to  it  the  flavor  of  smoke  by  other 
than  the  direct  action  of  smoke.  This 
paragraph  does  not  alter  the  labeling 
requirements  under  $  101.22  of  this 
chapter. 

(c)  “Loin  muscle”  means  the  longi¬ 
tudinal  quarter  of  the  great  lateral 
muscle  freed  from  skin,  scales,  visible 
blood  clots,  bones,  gills,  and  viscera  and 
from  the  nonstriated  part  of  such  mus¬ 
cle,  which  part  is  known  anatomically 
as  the  median  superficial  muscle. 

(d)  “Water  phase  salt”  means  the  per¬ 
cent  salt  (sodium  chloride)  in  the  fin- 
i^ed  product  as  determined  by  the 
method  described  in  sections  18.009  and 
18.010  of  the  “Official  Methods  of  Anal¬ 
ysis  of  the  Association  of  Agricultural 
Chemists.”  10th  edition,  page  273  (1965), 
multiplied  by  100  and  divided  by  the  per¬ 
cent  salt  (sodiiun  chloride)  plus  the  per¬ 
cent  moisture  in  the  finished  product 
as  determined  by  the  method  described 
in  section  18.006  of  said  edition. 

(e)  “Hot-process  smoked  or  hot-proc¬ 
ess  smoke-fiavored  fish”  means  the  fin¬ 
ished  food  prepared  by  subjecting  forms 
of  smoked  ^h  referred  to  in  paragraphs 

(a)  and  (b)  of  this  section  to  heat  as 
prescribed  in  $  122.80(d) . 

Subpart  B — Buildings  and  Facilities 
§  122.20  Plants  and  grounds. 

( a )  Unloading  platforms  shall  be : 

(1)  Made  of  readily  cleanable  mate¬ 
rial. 

<2)  Equipped  with  drainage  facilities 
adequate  to  accommodate  all  seepage  and 
wash  water. 

(b)  The  following  processes  should  be 
carried  out  in  separate  rooms  or  facili¬ 
ties.  and  the  interior  walls  separating 
these  processes  should  extend  from  floor 
to  ceiling  and  contain  only  necessary 
openings  (such  a^  for  conveyors  and 
doorways) : 

(1)  Receiving  or  shipping. 

(2)  Storage  of  raw  fish. 


(3)  Presmoking  operations  (thawing, 
dressing,  brining,  etc.) . 

(4)  Drying  and  smoking. 

(c)  The  following  processes  shall  be 

carried  out  in  separate  roonu  or  facili¬ 
ties,  and  the  interior  walls  separating 
these  processes  shall  extoid  from  floor  to 
ceiling  and  contain  only  necessary  open¬ 
ings  (such  as  for  conveyors  and  door¬ 
ways)  :  * 

(1)  Cooling  and  packing. 

(2)  Storage  of  final  product. 

(d)  The  product  shall  be  so  processed 
as  to  prevCTit  contamination  by  exposure 
to  areas,  utensils,  or  equipment,  involved 
in  ectflier  processing  steps,  refuse,  or 
ot^er  objectionable  areas. 

§  122.35  Sanitary  farililiei). 

(a)  Adequate  hand-washing  and  sani¬ 
tizing  facilities  shall  be  located  in  the 
processing  room(s)  or  in  cme  area  easily 
accessible  from  the  processing  ixxxnls). 

(b)  Readily  understandable  signs  di¬ 
recting  employees  to  wash  and  sanitize 
their  hands  after  each  absence  from  post 
of  duty  shall  be  conspicuously  posted  in 
the  processing  room(s)  and  elsewhere  in 
the  plant  as  conditions  require. 

(c)  Offal  shall  be  placed  in  suitable 
covered  containers  for  removal  at  least 
once  a  day,  or  more  frequently  if  neces¬ 
sary,  or  shall  be  removed  by  conveyors  or 
chutes.  Offal,  debris,  or  refuse  from  any 
source  whatever  shall  not  be  allowed  to 
accimiulate  in  or  about  the  plant. 

§  1 22.37  .Sanitary  operations. 

ta)  Before  beginning  the  day’s  opera¬ 
tion,  all  utensils  and  product-contact 
surfaces  of  equipment  to  be  used  for  the 
day’s  operation  shall  be  rinsed  and 
sanitized. 

(b)  Containers  used  to  convey  or  store 
fish  shall  not  be  nested  while  they  con¬ 
tain  fish  or  otherwise  handled  during 
processing  or  storage  in  a  manner  con¬ 
ducive  to  direct  or  indirect  contamina¬ 
tion  of  their  contents. 

(c)  Cleaning  and  sanitizing  of  utensils 
and  portable  equipment  should  be  con¬ 
ducted  in  an  area  set  aside  for  these  pur¬ 
poses  and  shall  be  carried  out  in  such  a 
manner  as  to  prevent  contamination  of 
the  fish’or  fish  products. 

Subpart  C — Equipment 
§  122.40  Equipinrnt  and  procedures. 

(a)  All  food-contact  surfaces  (tanks, 
belts,  tables,  utensils,  and  other  equip¬ 
ment)  shall  be  made  of  readily  cleanable 
materials. 

(b)  Metal  seams  shall  be  smoothly 
soldered,  welded,  or  bonded. 

(c)  Each  freezer  and  cold  storage  com¬ 
partment  used  for  the  product  shall  be 
fitted  with  at  least  the  fcdlowing: 

(1)  An  automatic  control  for  regu¬ 
lating  temperature. 

(2)  An  indicating  thermometer  so  in¬ 
stalled  as  to  show  accurately  the  tem¬ 
perature  within  the  compartment. 

(3)  A  recording  thermometer  so  in¬ 
stalled  as  to  indicate  accurately  at  all 
times  the  temperature  within  the  com¬ 
partment. 

(d)  Tliermometers  or  other  tempera¬ 
ture-measuring  devices  shall  have  an 
accuracy  of  ±2“  P. 


Subpart  D — [Raservad] 

Subpart  E-7-Production  and  Process 
Controls 

§  122.80  Processes  and  controls. 

(a)  Raw  materials.  (1)  Fresh  fish  re¬ 
ceived  shall  be  inspected  and  adequately 
washed  before  processing.  Only  sound, 
wholesome  fish  free  from  adulteration 
and  organoleptically  detectable  spoilage 
shall  be.  processed. 

(2)  Every  lot  of  fish  that  has  been 
ptartially  processed  in  another  plant,  in¬ 
cluding  frozen  fish,  shall  be  adequately 
inspected,  and  only  clean,  wholesome  fish 
shall  be  processed. 

(3)  Fresh  or  partially  processed  fish, 
except  those  to  be  immediately  processed, 
shall  be  iced  or  otherwise  refrigerated 
to  an  internal  temperature  of  38*  P  or 
below  upon  receipt  and  shall  be  main¬ 
tained  at  that  temperature  until  the  fish 
are  to  be  processed. 

(4)  All  fish  received  in  a  frozen  state 
shall  be  either  thawed  promptly  and 
processed,  or  stored  at  a  temperature 
that  will  maintain  it  in  a  frozen  state. 

(b)  Defrosting  of  frozen  fish.  (1)  De¬ 
frosting  shall  be  carried  out  in  a  sani¬ 
tary  manner  and  by  such  methods  that 
the  wholesomeness  of  the  fish  is  not  ad¬ 
versely  affected.  FYozen  fish  shall  be 
defrosted: 

(1)  In  air  at  45®  P  or  below  until  other 
than  hard  frozen;  or 

(ii)  In  air  so  that  the  temperature  in 
any  part  of  the  fish  does  not  exceed  45“ 
F:  or 

(lii»  In  a  continuous  water-overfluw 
thaw  tank  or  spray  system  in  such  a 
manner  that  the  temperature  in  any 
part  of  the  fish  does  not  exceed  45*  F. 

(2)  When  a  thaw  tank  is  used,  fish 
should  not  remain  in  the  tank  longer 
than  one-half  hour  after  they  are  com¬ 
pletely  defrosted. 

(3)  Fish  entering  the  thaw  tanks  shall 
be  free  of  exterior  packaging  material 
and  substantially  free  of  liner  material. 

(4)  After  thawing,  fish  shall  be  washed 
thoroughly  with  a  vigorous  water  spray 
or  a  continuous  waterfiow  system. 

(c)  Presmoking  operation.  (1)  Evis¬ 
ceration  of  fish  shall  be  performed  with 
minimtim  disturbance  of  intestinal  tract 
contents.  Removal  of  viscera  shall  be 
complete. 

<2)  After  the  evisceration  process,  the 
fish  (including  the  body  cavity)  shall  be 
thoroughly  washed  with  a  vigorous  water 
spray  or  a  continuous  waterfiow  system. 

(3)  All  fish  shall  be  dry-salted  at  a 
temperature  not  to  exceed  38*  P  through¬ 
out  the  fish,  or  shall  be  brined  in  such 
a  manner  that  the  temperature  of  the 
fish  and  the  brine: 

(i)  Does  not  exceed  60*  F  at  the  start 
of  brining,  and 

(ii)  If  between  38*  F  and  50*  P  at  the 
start  of  brining,  is  continuously  lowered 
to  38*  F  or  below  within  12  hours,  and 

(iii)  If  between  50*  P  and  60*  P  at  the 
start  of  brining,  is  continuously  lowered 
to  50*  F  or  below  within  2  hours  and  to 
38*  P  or  below  within  the  following  10 
hours,  and 

(Iv)  Does  not  rise  above  38*  P  after 
reaching  that  temperature  or  below 
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either  prior  to  or  during  the  brining 
operation. 

(4)  Hot-process  smoked  or  hot-process 
smoke-flavored  flsh  shall  be  brined  in 
such  a  manner  that  the  final  salt  (sodium 
chloride)  content  of  the  loin  muscle  of 
the  finished  product,  expressed  as  per¬ 
cent  in  the  water  phase  of  the  loin  mus¬ 
cle,  shall  not  be  less  than : 

(1)  3.5  percent  if  heat-processed  as 
prescribed  under  paragraph  (d)  (2)  (i)  of 
this  section;  or 

(ii)  5.0  percent  if  heat-processed  as 
prescribed  under  paragraph  (d)  (2)  (ii)  of 
this  section. 

(5)  Fish  shall  be  rinsed  with  fresh 
water  after  brining. 

(d)  Heating,  cooking,  smoking  opera¬ 
tion.  (1)  A  point-sensitive,  continuous 
temperature-recording  device  shall  be 
used  to  monitor  both  the  internal  tem¬ 
perature  of  the  fish  and  the  ambient 
temperature  within  the  oven.  Each  re¬ 
cording-device  record  shall  be  identified 
as  to  the  specific  oven  load  and  date 
processed. 

(2)  Hot-process  smoked  or  hot-proc¬ 
ess  smoke-flavored  fish  shall  be  heated 
by  a  controlled  heat  process  that  pro¬ 
vides  a  monitoring  system  positioned  in 
as  many  strategic  locations  in  the  oven 
as  necessary  to  assure  a  continuous  tem- 
p>erature  throughout  each  fish  of : 

(1) ^Not  less  than  180”  F  for  a  mini¬ 
mum'  of  30  minutes  for  hot-process 
smoked  or  hot-process  smoke-flavored 
fish  which  have  been  brined  to  contain 
3.5  percent  water  phase  salt  in  the  fin¬ 
ished  product  as  prescribed  in  paragraph 

(c)  (4)  (i)  of  this  section,  except  that 
smoked  chub  containing  sodium  nitrite 
as  provided  for  in  §  172.177  of  this 
chapter  shall  be  processed  in  accordance 
with  that  section ;  or 

(ii)  Not  less  than  150“  F  for  a  mini- 
miun  of  30  minutes  for  hot-pr(x;ess 
smoked  or  hot-process  smoke-flavored 
fish  which  have  been  brined  to  contain 
5.0  percent  water  phase  salt  in  the  fin¬ 
ished  product  as  prescribed  in  paragraph 
(c)  (4)  (ii)  of  this  section. 

(e)  Packing.  (1)  The  finished  product 
shall  be  handled  only  with  clean,  sani¬ 
tized  hands,  gloves,  or  utensils. 

(2)  Manual  manipulation ‘of  the  fin¬ 
ished  product  shall  be  kept  to  a 
minimum. 

(3)  The  finished  product  shall  be 
cooled  to  a  temperature  of  50“  F  or  below 
within  3  hours  after  cooking  and  further 
cooled  to  a  temperature  of  38“  F  or  below 
within  12  hours  after  cooking,  and  this 
temperature  shall  be  maintained  during 
all  subsequent  storage  and  distribution. 

(4)  The  shipping  containers,  retail 
packages,  and  shipping  records  shall  in¬ 
dicate  by  appropriate  labeling  the  p>er- 
ishable  nature  of  the  product  and  shall 
specify  that  the  product  shall  be  shipped, 
stored,  and/or  held  for  sale  at  38“  F 
or  below  until  consumed. 

(5)  Permanently  legible  code  marks 
shall  be  placed  on  the  outer  layer  of 
every  finished  product  package  and  mas¬ 
ter  carton.  Such  marks  shall  identify 
at  least  the  plant  where  packed,  the 
date  of  packing,  and  the  oven  load. 
Records  shall  be  so  maintained  as  to 


provide  positive  identification  (i)  of  the 
process  procedures  used  for  the  manu¬ 
facture  of  hot-process  smoked  or  hot- 
pr(x;ess  smoke-flavored  flsh  and  (ii)  of 
the  distribution  of  the  finished  product. 

(f)  Testing.  (1)  Microbiological  ex¬ 
amination  of  in-line  and  finished  prod¬ 
uct  samples  should  be  conducted  with 
suflScient  frequency  to  assure  that  proc¬ 
essing  steps  and  sanitary  pnxiedures  are 
adequate. 

(2)  The  finished  product  shall  be  ana¬ 
lyzed  chemically  with  sufficient  fre¬ 
quency  to  assure  that  the  required 
salinity  is  obtained  in  every  flsh  and 
that  other  chemical  additives  are  pres¬ 
ent  at  authorized  levels. 
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(a) ). 

Subpart  A — General  Provisions 

§  123.1  Current  good  manufacturing 
practice. 

The  criteria  in  Part  110  of  this  chap¬ 
ter  shall  apply  in  determining  whether 
the  facilities,  methods,  practices,  and 
controls  for  the  manufacture,  processing, 
packing,  or  holding  of  fish  and  seafood 
products  are  in  conformance  with  and 
are  operated  or  administered  in  con¬ 
formity  with  good  manufacturing  prac¬ 
tice  to  produce,  under  sanitary  condi¬ 
tions,  food  for  human  consumption.  The 
criteria  in  §§  123.20, 123.35, 123.37, 123.40, 
and  123.80  set  forth  requirements  in  ad¬ 
dition  to  those  in  Part  110  of  this  chap¬ 
ter  for  the  breaded  shrimp  industry. 

§  123.3  Definitions. 

For  the  purposes  of  this  part,  the  fol¬ 
lowing  definitions  apply ; 

<a)  “Breaded  shrimp”  means  any  form 
of  frozen  raw  breaded  shrimp  or  frozen 
raw  lightly  breaded  shrimp  which  com¬ 
plies  with  or  is  in  semblance  of  that  de¬ 
fined  in  gS  161.175  and  181.176,  respec¬ 
tively,  of  this  chapter. 

(b)  “Peeling”  shall  include  the  opera¬ 
tion  whereby  raw  shrimp  are  prepared  to 
comply  with  $  161.175(c)  of  this  chapter 
and,  where  applicable,  the  alimentary 
canal  or  vein  is  removed. 

Subpart  B — Buildings  and  Facilities 
§  123.20  Plants  and  grounds. 

(a)  Unloading  platforms  shall  be: 

(1)  Made  of  a  readily  cleanable  ma¬ 
terial. 


(2)  Equipped  with  drainage  facilities 
adequate  to  accommcxlate  all  seepage 
and  wash  water. 

(b)  The  product  shall  be  so  processed 
as  to  prevent  contaminatltm  by  exposure 
to  areas  Invcdved  In  earlier  processing 
st^,  refuse,  or  other  objectionable 
areas. 

§  123.35  Sanitary  facilities  and  controls. 

(a)  Adequate  hand-washing  and  san¬ 
itizing  facilities  shall  be  l(x;ated  in  the 
processing  area,  easily  accessible  from 
the  peeling  and  subs^uent  processing 
operations. 

(b)  Readily  understandable  signs  di¬ 
recting  employees  handling  shrimp  to 
wash  and  sanitize  their  hands  after  each 
absence  from  post  of  duty  shall  be  con¬ 
spicuously  posted  in  the  peeling  and 
subsequent  pr(x:essing  areas  and  else¬ 
where  in  the  plant  as  conditions  require. 

(c)  Offal,  debris,  or  refuse  from  any 
source  whatsoever  shall  not  be  allowed 
to  accumulate.  Offal  shall  be  placed  in 
suitable,  covered  containers  and  shall 
be  removed  not  less  than  once  daily  or 
shall  be  continuously  removed  by  flumes, 
conveyors,  or  chutes. 

§  123.37  Sanitary  operations. 

(a)  Batter  application  equipment,  ex¬ 
cept  that  prescribed  under  §  123.80(d) 

(3),  shall  be  flushed  and  sanitized  at 
least  every  4  hours  during  plant  opera¬ 
tions.  All  batter  application  equipment 
shall  be  cleaned  and  sanitized  at  the  end 
of  the  day’s  operation. 

(b)  Breading  application  equipment 
and  utensils,  excluding  holding  tanks  and 
pneumatic  systems,  shall  be  thoroughly 
cleaned  and  sanitized  at  the  end  of  the 
day’s  operation. 

(c)  All  utensils  used  in  processing  and 
product-contact  surfaces  of  equipment 
shall  be  thoroughly  cleaned  and  sanitized 
at  least  every  4  hours  during  operation; 
however,  this  shall  not  apply  to  equip¬ 
ment  for  which  other  specific  minimum 
cleaning  times  are  established  or  to 
freezing  equipment. 

(d)  Before  beginning  the  day’s  opera¬ 
tion,  all  utensils  and  product-contact 
surfaces  of  equipment,  except  for  those 
prescribed  under  paragraph  (b)  of  tliis 
section,  shall  be  rinsed  and  sanitized. 

(e)  Containers  used  to  convey  or  store 
food  shall  not  be  handled  in  a  manner 
conducive  to  direct  or  indirect  contami¬ 
nation  of  the  contents. 

Subpart  C — Equipment 
§  123.40  Equipment  and  proerdures. 

(a)  All  food-contact  surfaces  (tanks, 
belts,  tables,  flumes,  utensils,  and  other 
equipment)  shall  be  of  metal  or  other 
readily  cleanable  materials. 

(b)  All  seams  shall  be  smoothly 
soldered,  welded,  or  bonded  to  prevent 
accumulation  of  shrimp,  shrimp  mate¬ 
rial,  and  debris. 

(c)  Each  freezer  and  cold  storage 
compartment  tised  for  raw  materials, 
materials  in  process,  or  finished  prod¬ 
ucts  shall  be  fitted  with  at  least  the 
following: 

(1)  An  automatic  control  for  regulat¬ 
ing  temperature,  or  an  automatic  alarm 
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system  to  indicate  a  significant  tempera¬ 
ture  change  in  a  manual  (deration. 

(2)  An  indicating  thermometer  so  in¬ 
stalled  as  to  show  accurately  the  tem¬ 
perature  within  the  compartment. 

(3)  A  recording  thermometer  so  in¬ 
stalled  as  to  indicate  accurately  at 
all  times  the  temperature  within  the 
compartment. 

(d)  Thermometers  or  other  tempera¬ 
ture  measuring  devices  shall  have  an  ac¬ 
curacy  of  ±2“  P. 

Subpart  U— [Reserved] 

Subpart  E — Production  and  Process 
Controls 

§  123.80  Processes  and  controU. 

(a)  Raw  materials.  (1)  Fresh  shrimp 
shall  be  adequately  washed,  inspected, 
and  culled  to  remove  shrimp  that  are 
filthy,  putrid,  or  decwnposed,  and  to  re¬ 
move  ail  nonshrimp  material. 

(2)  Every  lot  of  shrimp  that  has  been 
partially  processed  in  another  plant,  in¬ 
cluding  frozen  shrimp,  shall  be  inspected, 
and  only  cleaned,  wholesome  shrimp 
shall  be  processed. 

(3)  Fresh  or  partially  processed  shrimp 
shall  be  iced  or  otherwi%  refrigerated  to 
maintain  the  shrimp  at  a  temperature  of 
40*  F  or  below  until  they  are  to  be 
processed. 

(4)  Frozen  shrimp  shall  be  stored  at 
a  temperature  of  0“  F  or  below. 

(5)  Ingredients  capable  of  supporting 
rapid  bacterial  growth  shall  be  examined 
to  assure  that  cMily  clean,  wholesome  ma¬ 
terials  are  used  in  production. 

(b)  Defrosting  of  frozen  shrimp.  (1) 
Defrosting  shall  be  carried  out  in  a  sani¬ 
tary  manner  and  by  such  methods  that 
the  wholesomeness  of  the  shrimp  is  not 
adversely  affected;  for  example,  in  air 
at  45”  F  or  below  until  other  than  hard 
frozen  or  in  a  continuous  waterfiow  thaw 
tfuik  or  spray  system. 

(2)  When  a  ^aw  tank  is  used,  shrimp 
should  not  remain  in  the  tank  any  longer 
thim  one-half  hour  after  they  are 
thawed. 

(3)  Shrimp  entering  the  thaw  tank 
should  be  free  of  exterior  packaging  ma¬ 
terial  and  substantially  free  of  liner 
material. 

(4)  On  removal  from  the  thaw  tank,- 
shrimp  shall  be  washed  with  a  vigorous 
water  spray. 

(c)  PeeUng  operation.  (1)  Shrimp 
shsdl  be  peeled  into  fiumes  that  immedi¬ 
ately  transport  the  meat  portion  from 
the  machines  or  peeling  Utoles,  except 
that  shrimp  may  be  peeled  into  seamless 
containers  if  the  peeled  meats  are  not 
held  in  such  containers  for  more  than 
20  minutes  before  being  fiumed  or  con¬ 
veyed  from  peeling  tables.  If  shrimp  are 
peeled  into  such  containers,  the  con¬ 
tainers  shsdl  be  cleaned  and  sanitized  as 
often  as  necessary  to  maintain  them  in 
a  sanitary  condition,  but  in  no  case  less 
frequently  than  every  3  hours.  Whenever 
a  i>eeler  is  absent  from  his  post  of  duty, 
the  container  used  by  such  peeler  shall 
be  cleaned  and  sanitized  before  peeling 
is  resumed. 

(2)  Sanitary  drainage  shall  be  pro¬ 
vided  to  remove  liquid  waste  from  the 
peeling  tables. 


(3)  Peeled  shrimp  being  transported 
from  one  building  of  the  plant  to  another 
shall  be  properly  ic^  or  refrigerated, 
covered,  and  protected. 

(d)  Batter  and  breading  operation. 

(1)  Shrimp  shall  be  washed  with  a  low- 
velocity  spray  w  in  unrecirculated  fiow- 
ing  water  at  50°  F  or  below  just  prior 
to  the  initial  batter  or  breading  wplica- 
tion,  whichever  comes  first,  except  in 
those  instances  where  a  predust  applica¬ 
tion  is  included  in  the  process. 

(2)  In  removing  the  batter  or  bread¬ 
ing  mixes  or  other  dry  ingredients  from 
multiwalled  bags; 

(1)  The  outer  layer  of  the  bag  shall 
first  be  removed. 

(ii)  The  bag  shall  be  slit  in  the  ex¬ 
posed  area  and  the  c<mtents  removed 
without  contact  with  the  seam  ends  or 
closures. 

(iii)  If  the  entire  contents  are  not  re¬ 
moved  at  one  time,  the  remainder  shall 
be  protected  against  contamination. 

(3)  Batter  in  enclosed  equipment  that 
assures  a  batter  temperature  of  not  more 
than  40°  F  shall  be  disposed  of  at  the 
end  of  each  work  day,  but  imder  no 
circumstances  less  often  than  every  12 
hours. 

(4)  Batter,  except  for  that  prescribed 
under  r>aragraph  (d)  (3)  of  this  section, 
shall  be  maintained  at  a  temperature  of 
50°  F  or  below  and  shall  be  disposed  of 
at  least  every  4  hours  during  operations 
and  at  the  end  of  the  day’s  operation. 

(5)  Breading  may  be  reused  during  a 
day’s  operation  if  it  is  sifted  through  a 
screen  of  one-quarter  inch  or  smaller 
mesh.  Breading  remaining  in  the  bread¬ 
ing  application  equipment  at  the  end  of 
the  day’s  operation  may  be  reused  within 
20  hours  if  it  is  sifted  as  set  forth  above 
and  placed  in  freezer  storage  in  a  covered 
sanitary  container.  All  material  removed 
by  sifting  shall  be  discarded. 

(e)  Packing.  (1)  Manual  manipula¬ 
tion  of  breaded  shrimp  shall  be  kept  to 
a  minimum. 

(2)  ’The  outer  layers  of  the  finished 
product  package  and  the  master  carton 
shall  bear  a  caution  to  keep  the  product 
thoroughly  frozen  and  not  to  refreeze. 

(3)  Permanently  legible  code  marks 
shall  be  placed  on  every  finished  package 
and  master  carton.  Such  marks  should 
identify  at  least  the  date  of  packing  and 
the  plant  where  packed. 

(4)  The  aggregate  processing  time, 
excluding  the  time  required  for  thawing 
frozen  raw  material,  shall  be  less  than  2 
hours.  Processing  time  does  not  include 
time  in  iced  or  refrigerated  storage. 

(5)  Breaded  shrimp  shall  be  placed 
into  the  freezer  within  30  minutes  after 
it  is  packaged. 

(f)  Freezing  and  cold  storage.  (1)  ’The 
freezing  method  used  shall  reduce  the 
temperature  of  the  food  product  in  all 
size  packages  to  32*  F  within  12  hours 
and  shall  produce  a  thoroughly  frozen 
product  within  24  hours.  • 

(2)  After  freezing,  the  food  shall  be 
stored  in  such  a  manner  that  its  tem¬ 
perature  does  not  exceed  0*  F  and  shall 
be  handled  in  such  manner  as  will  main¬ 
tain  the  th<MX)ughly  frozen  condition. 

(g)  Testing.  ’The  microbiological  con¬ 
dition  of  the  operaticm  shall  be  evaluated 


by  the  periodic  collection  and  analysis  of 
in-line  and  finished  product  samples 
coupled  with  sample-related  ixispectlons. 
’This  evaluation  should  be  made  at  least 
we^y:  more  often  when  problems  are 
encountered. 


PART  129— PROCESSING  AND  BOT¬ 
TLING  OF  BOTTLED  DRINKING  WATER 

Stibpart  A — 6«n«ral  Provisions 

Sec. 

129.1  Current  good  manufacturing  prac¬ 
tice. 

129.3  Definitions. 

Subpart  B — Buildings  and  FacilMias 
129.20  riant  construction  and  design. 

129.35  Sanitary  facilities. 

129.37  Sanitary  operations. 

Subpart  C — Equipntant 
129.40  Equipment  and  procedures. 

Subpart  D — [Rasarvad] 

Subpart  E — Production  and  Procass  Controls 

129.80  Processes  and  controls. 

Adthobitt:  Secs.  403(a)(4),  409,  701(a), 
52  Stet.  1046,  1055;  73  Stat.  1785-1788  (  21 
U.S.C.  342(a)  (4),  348,  371(a)). 

Subpart  A — General  Provisions 

§  129.1  Current  good  ntanufarluring 
practice. 

’ITie  applicable  criteria  in  Part  110  of 
this  chapter,  as  well  as  the  criteria  in 
{§  129.20,  129.35,  129.37,  129.40,  and 
129.80  shall  apply  in  determining 
whether  the  facilities,  methods,  practices, 
and  controls  used  in  the  processing, 
bottling,  holding,  and  shipping  of  bottled 
drinking  water  are  in  conformance  with 
or  are  operated  or  administered  in  con¬ 
formity  with  good  manufacturing  prac¬ 
tice  to  assure  that  bottled  drinking  water 
is  safe  and  that  it  has  been  processed, 
bottled,  held,  and  transported  under 
sanitary  conditions. 

§  129.3  Definitions. 

For  the  purposes  of  this  part,  the  fol¬ 
lowing  definitions  apply: 

(a)  “Approved  source’’  wheri  used  in 
reference  to  a  plant’s  product  water  or 
operations  water  means  that  the  source 
of  the  water  and  the  water  therefrom, 
whether  it  be  from  a  spring,  artesian 
well,  drilled  well,  municipal  water  supply, 
or  any  other  source,  shall  have  been  in¬ 
spected  and  the  water  sampled,  analyzed, 
and  fotmd  to  be  of  a  safe  and  sanitary 
quality  in  accordance  with  the  applicable 
laws  and  regulations  of  the  government 
agency  or  agencies  having  jurisdiction. 
’The  presence,  in  the  plant,  of  current 
certificates  or  notifications  of  approval 
from  the  government  agency  or  agencies 
having  jurisdiction  shall  constitute  ap¬ 
proval  of  the  source  and  the  water 
supply. 

(b)  “Bottled  drinking  water’’  means 
all  water  which  is  sealed  in  bottles,  pack¬ 
ages.  or  other  containers  and  offered  for 
sale  for  human  consumption,  including 
bottled  mineral  water. 

(c)  “Lot”  means  a  collection  of  pri¬ 
mary  containers  or  unit  packages  of  the 
same  size,  type,  and  style  produced  under 
conditions  as  nearly  uniform  as  possible 
and  designated  by  a  common  container 
code  or  marking.  • 
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(d)  “Multiservice  containers’’  means 
containers  intended  for  use  more  than 
one  time. 

(e)  “Nontoxic  materials”  means  mate¬ 
rials  for  product  water  contact  surfaces 
utilized  in  the  transporting,  processing, 
storing,  and  packaging  of  bottled  drink¬ 
ing  water,  which  are  free  of  substances 
which  may  render  the  water  injurious  to 
health  or  which  may  adversely  affect  the 
flavor,  color,  odor,  or  bacteriological 
quality  of  the  water. 

(f)  “Operations  water”  means  water 
which  is  delivered  under  pressure  to  a 
plant  for  container  washing,  hand  wash¬ 
ing,  plant  and  equipment  cleanup  and 
for  other  sanitary  purposes. 

(g)  “Primary  container”  means  the 
immediate  container  in  which  the  prod¬ 
uct  water  is  packaged. 

(h)  “Product  water”  means  processed 
water  used  by  a  plant  for  bottled  drink¬ 
ing  water. 

(i)  “Shall  and  should.”  “Shall”  refers 
to  mandatory  requirements  and  “should” 
refers  to  recommended  or  advisory  pro¬ 
cedures  or  equipment. 

( j )  “ShiwJing  case"  means  a  container 
in  which  one  or  more  primary  containers 
of  the  product  are  held. 

(k)  “Single-service  container”  means* 
a  container  intended  for  one  time  usage 
only. 

(l)  “Unit  pau;kagc”  means  a  standard 
commercial  package  of  bottled  drinking 
water,  which  may  consist  of  one  or  more 
containers. 

Subpart  B — Buildings  and  Facilities 
§  129.20  Plant  construction  and  design. 

(a)  The  bottling  room  shall  be  sep¬ 
arated  from  other  plant  operations  or 
storage  areas  by  tight  walls,  ceilings,  and 
self-closing  doors  to  protect  against  con¬ 
tamination.  Conveyor  openings  shall  not 
exceed  the  size  required  to  i>ermit  pas¬ 
sage  of  containers. 

(b)  If  processing  operations  are  con¬ 
ducted  in  other  than  a  sealed  system 
under  pressure,  adequate  protection 
shall  be  provided  to  preclude  contami¬ 
nation  of  the  water  and  the  system. 

(c)  Adequate  ventilation  shall  be  pro¬ 
vided  to  minimize  condensation  in  proc¬ 
essing  rooms,  bottling  rooms,  and  in 
container  washing  and  sanitizing  areas. 

(d)  The  washing  and  sanitizing  of 
containers  for  bottled  drinking  water 
shall  be  performed  in  an  enclosed  room. 
The  washing  and  sanitizing  operation 
shall  be  positioned  within  the  room  so 
as  to  minimize  any  possible  post-sani¬ 
tizing  contamination  of  the  containers 
before  they  er  ter  the  bottling  room. 

(e)  Rooms  in  which  product  water  is 
handled,  processed,  or  held  or  in  which 
containers,  utensils,  or  equipment  are 
washed  or  held  shall  not  open  directly 
into  any  room  used  for  domestic  house¬ 
hold  purposes. 

§  129.35  Sanitar>'  facilities. 

Elach  plant  shall  provide  adequate  san¬ 
itary  facilities  including,  but  not  limited 
to,  the  following: 

(a)  Product  water  and  operations 
water — (1)  Product  water.  The  product 
water  supply  for  each  plant  shall  be 


from  an  approved  source  properly  lo¬ 
cated,  protected,  and  operated  and  shall 
be  easily  accessible,  adequate,  and  of  a 
safe,  sanitary  quality  which  shall  be  in 
conformance  at  all  times  with  the  ap¬ 
plicable  laws  and  regulations  of  the  gov¬ 
ernment  agency  or  agencies  having 
jurisdiction. 

(2)  Operations  water.  If  different 
from  the  product  water  supply,  the  op¬ 
erations  water  supply  shall  be  obtained 
from  an  approved  source  properly  lo¬ 
cated,  protected,  and  operated  and  shall 
be  easily  accessible,  adequate,  and  of  a 
safe,  sanitary  quality  which  shall  be  in 
conformance  at  all  times  with  the  ap¬ 
plicable  laws  and  regulations  of  the  gov¬ 
ernment  agency  or  agencies  having 
jurisdiction. 

(3)  Product  water  and  operations  wa¬ 
ter  from  approved  sources.  (i>  Water 
samples  shall  be  taken  from  approved 
sources  by  tlie  plant  as  often  as  is  nec¬ 
essary,  but  at  a  minimum  frequency  of 
twice  each  year  with  an  interval  between 
samples  of  not  less  than  5  months  nor 
more  than  7  months  to  assure  that  the 
supply  is  in  confoi-mance  with  the  ap¬ 
plicable  standards,  laws,  and  regulations 
of  the  government  agency  or  agencies 
having  jurisdiction.  The  sampling  and 
analysis  shall  be  by  qualified  plant  per¬ 
sonnel  and  shall  be  in  addition  to  any 
sampling  performed  by  the  government 
agency  or  agencies  having  Jurisdiction. 
Records  of  both  government  agency  ap¬ 
proval  of  the  water  source  and  the  sam¬ 
pling  and  analysis  performed  by  the 
plant  shall  be  maintained  on  file  at  the 
plant. 

(ii)  Test  and  sample  methods  shall  be 
those  recognized  and  approved  by  the 
government  agency  or  agencies  having 
jurisdiction  over  the  approval  of  the 
water  source,  and  shall  be  consistent  with 
the  minimum  requirements  set  forth  in 
§  103.35  of  this  chapter. 

(iii)  Analysis  of  the  samples  may  be 
performed  for  the  plant  by  competent 
commercial  laboratories. 

(b)  Air  under  pressure.  Whenever  air 
under  pressure  is  directed  at  product 
water  or  a  product  water-contact  sur¬ 
face,  it  shall  be  free  of  oil,  dust,  rust,  ex¬ 
cessive  moisture,  and  extraneous  ma¬ 
terials;  shall  not  affect  the  bcurteriologi- 
cal  quality  of  the  water;  and  should  not 
adversely  affect  the- flavor,  color,  or  odor 
of  the  water. 

(c)  Locker  and  lunchrooms.  When  em¬ 
ployee  locker  and  liinchrooms  are  pro¬ 
vided,  they  shall  be  separate  from  plant 
operations  and  storage  areas  and  shall  be 
equipped  with  self-closing  doors.  The 
rooms  shall  be  maintained  in  a  clean  and 
sanitary  condition  and  refuse  containers 
should  be  provided.  Packaging  or  wrap¬ 
ping  material  or  other  processing  supplies 
shall  not  be  stored  in  locker  or  lunch¬ 
rooms. 

Note;  Paragraph  (a)(3)  of  $  129.35  (for¬ 
merly  I  128d.5)  was  partially  stayed  at  40 
FR  51194.  Nov.  4.  1975. 

§  129.37  Sanitary  operations. 

(a)  The  prodtict  water-contact  sur¬ 
faces  of  all  multiservice  containers,  uten¬ 
sils,  pipes,  and  equipment  used  in  the 


transportation,  processing,  handling,  and 
storage  of  product  water  shall  be  clean 
and  adequately  sanitized.  All  product 
water-contact  surfaces  shall  be  inspected 
by  plant  personnel  as  often  as  necessary 
to  maintain  the  sanitary  condition  of 
such  surfaces  and  to  assure  they  are  kept 
free  of  scale,  evidence  of  oxidation,  and 
other  residue.  The  presence  of  any  un¬ 
sanitary  condition,  scale,  residue,  or  oxi¬ 
dation  shall  be  immediately  remedied  by 
adequate  cleaning  and  sanitizing  of  that 
product  water-contact  surface  prior  to 
use. 

(b)  After  cleaning,  all  multiservice 
containers,  utensils,  and  disassembled 
piping  and  equipment  shall  be  trans¬ 
ported  and  stored  in  such  a  manner  as 
to  assure  drainage  and  shall  be  protected 
from  contamination. 

(c)  Single-service  containers  and  caps 
or  seals  shall  be  purchased  and  stored  in 
sanitary  closures  and  kept  clean  therein 
in  a  clean,  dry  place  xmtil  used.  Prior  to 
use  they  shall  be  examined,  and  as  neces¬ 
sary,  washed,  rinsed,  and  sanitized  and 
shall  be  handled  in  a  sanitary  manner. 

(d)  Pilling,  capping,  closing,  sealing, 
and  packaging  of  containers  shall  be  done 
in  a  sanitary  manner  so  as  to  preclude 
contamination  of  the  bottled  drinking 
water. 

Subpart  C — Equipment 
§  129.40  Equipment  and  procedures. 

(a)  Suitability.  (1)  All  plant  equip¬ 
ment  and  utensils  shall  be  suitable  for 
their  intended  use.  This  includes  all  col¬ 
lection  and  storage  tanks,  piping,  fit¬ 
tings,  connections,  bottle  washers,  fillers, 
cappers,  and  other  equipment  which  may 
be  used  to  store,  handle,  process,  pack¬ 
age,  or  transport  product  water. 

(2)  All  product  water  contact  sur¬ 
faces  shall  be  constructed  of  nontoxic 
and  nonabsorbant  material  which  can 
be  adequately  cleaned  and  sanitized  and 
is  in  compliance  with  section  409  of  the 
act. 

(b)  Design.  Storage  tanks  shall  be  of 
the  type  that  can  be  closed  to  exclude 
all  foreign  matter  and  shall  be  ade¬ 
quately  vented. 

Subpart  D — [Reserved] 

Subpart  E — Production  and  Process 
Controls 

§  129.80  Prooc^nes  and  ronirols. 

(a)  Treatment  of  product  water.  All 
treatment  of  product  water  by  distilla¬ 
tion,  ion-exchanging,  filtration,  ultra¬ 
violet  treatment,  reverse  osmosis,  car- 
bonation,  mineral  addition,  or  any  other 
process  shall  be  done  in  a.  maimer  so  as 
to  be  effective  in  accomplishing  its  in¬ 
tended  purpose  and  in  accordance  with 
section  409  of  the  Federal  Food,  Drug, 
and  Cosmetic  Act.  All  such  processes 
shall  be  performed  in  and  by  equipment 
and  with  substances  which  will  not  adul¬ 
terate  the  bottled  product.  A  record  of 
the  ^pe  and  date  of  physical  inspec¬ 
tions  of  such  equipmemt,  conditions 
foimd,  and  the  performance  and  effec¬ 
tiveness  of  such  equipment  shall  be  main¬ 
tained  by  the  plant.  Product  water  sam- 
Ides  Shan  be  tideen  after  processing  and 
prior  to  bottling  by  the  plant  and  ana- 
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lyzed  as  often  as  is  necessary  to  assure 
uniformity  and  effectiveness  of  the 
processes  performed  by  the  plant.  The 
methods  of  analysis  shall  be  those  ap¬ 
proved  by  the  government  agency  or 
agencies  having  jurisdiction. 

(b)  Containers.  (1)  Multiservice  pri¬ 
mary  containers  shall  be  adequately 
cleaned,  sanitized,  and  inspected  just 
prior  to  being  filled,  capped,  and  sealed. 
Containers  found  to  be  unsanitarj-  or  de¬ 
fective  by  the  inspection  shall  be  re¬ 
processed  or  discarded.  All  multiservice 
primary  containers  shall  be  washed, 
rinsed,  and  sanitized  by  meclianical 
washers  or  by  any  other  method  giving 
adequate  sanitary  results.  Mechanical 
wasliers  shall  be  inspected  as  often  as  is 
necessary  to  assure  adequate  perform¬ 
ance.  Records  of  physical  maintenance, 
inspections  and  conditions  found,  and 
performance  of  the  mechanical  washer 
shall  be  maintained  by  the  plant. 

(2)  Multiservice  shipping  cases  shall 
be  maintained  in  such  condition  as  to 
assure  they  will  not  contaminate  the 
primary  container  or  the  product  water. 
Adequate  dry  or  wet  cleaning  procedures 
shall  be  performed  as  often  as  necessary 
to  maintain  the  cases  in  satisfactory 
condition. 

(c)  Cleaning  and  sanitizing  solutions. 
Cleaning  and  sanitizing  solutions  utilized 
by  the  plant  shall  be  sampled  and  tested 
by  the  plant  as  often  as  is  necessary  to 
assure  adequate  performance  in  the 
cleaning  and  sanitizing  operations.  Rec¬ 
ords  of  these  tests  shall  be  maintained 
by  the  plant.  . 

(d)  Sanitizing  operations.  Sanitizing 
operations,  including  those  performed  by 
chemical  means  or  by  any  other  means 
such  as  circulation  of  live  steam  or  hot 
water,  shall  be  adequate  to  effect  sani¬ 
tization  of  the  intended  product  water- 
contact  surfaces  and  any  other  critical 
area.  The  plant  should  maintain  a  rec¬ 
ord  of  the  intensity  of  the  sanitizing 
agent  and  the  time  duration  that  the 
agent  was  in  contact, with  the  surface 
being  sanitized.  The  following  times  and 
intensities  shall  be  considered  a  mini¬ 
mum; 

( 1 )  Steam  in  enclosed  system :  At  least 
170*  F  for  at  least  15  minutes  or  at  least 
200*  P  for  at  least  5  minutes. 

(2)  Hot  water  in  enclosed  system:  At 
least  170*  P  for  at  least  15  minutes  or  at 
least  200*  F  for  at  least  5  minutes. 

(3)  Chemical  sanitizers  shall  be  equiv¬ 
alent  in  bactericidal  action  to  a  2-minute 
exposure  of  50  parts  per  millicm  of  avail¬ 
able  chlorine  at  57*  F  when  used  as  an 
immersion  or  circulating  scdution.  Chem¬ 
ical  sanitizers  applied  as  a  spray  or  fog 
shall  have  as  a  minimum  100  parts  per 
million  of  available  chlorine  at  57*  P  or 
its  equivalent  in  bactericidal  action. 

(4)  0.1  part  per  million  ozone  water 
.solution  in  an  enclosed  system  for  at 
least  5  minutes. 

(5)  When  containers  are  sanitized 
using  a  substance  other  than  one  pro¬ 
vided  for  in  S  178.1010  of  this  chapter, 
such  substance  shall  be  removed  from 
the  surface  of  the  container  by  a  rinsing 
procedure.  The  final  tinee,  prior  to  filling 
the  container  with  product  water,  shall 


be  performed  with  a  disinfected  water 
rinse  free  of  pathogenic  bacteria  or  by 
an  additional  sanitizing  procedure  equiv¬ 
alent  in  bactericidal  action  to  that  re¬ 
quired  in  paragraph  (d)  (3)  of  this  sec¬ 
tion. 

(e)  Unit  package  production  code. 
Each  unit  package  from  a  batch  or  seg¬ 
ment  of  a  continuous  production  run  of 
bottled  drinking  water  shall  be  identified 
by  a  production  code.  The  production 
code  shall  identify  a  particular  batch  or 
segment  of  a  continuous  production  run 
and  the  day  produced.  The  plant  shall 
record  and  maintain  information  as  to 
the  kind  of  product,  volume  produced, 
date  produced,  lot  code  used,  and  the 
distribution  of  the  finished  product  to 
wholesale  and  retail  outlets. 

(f)  Filling,  capping,  or  sealing.  During 
the  process  of  ^ling,  capping  or  sealing 
either  single-service  or  multiservice  con¬ 
tainers,  the  performance  of  the  filler, 
capper  or  sealer  shall  be  monitored  and 
the  filled  containers  visually  or  electron¬ 
ically  inspected  to  assure  they  are  sound, 
properly  capped  or  sealed,  and  coded  and 
labeled.  Containers  which  are  not  satis¬ 
factory  shall  be  reprocessed  or  rejected. 
Only  nontoxic  containers  and  closures 
shall  be  used.  All  containers  and  closures 
shall  be  sampled  and  inspected  to  as¬ 
certain  that  they  are  free  from  contami¬ 
nation.  At  least  once  each  3  months,  a 
bacteriological  swab  and/or  rinse  count 
should  be  made  from  at  least  four  con¬ 
tainers  and  closures  selected  just  prior  to 
filling  and  sealing.  No  more  than  one  of 
the  four  samples  may  exceed  more  than 
one  bacteria  per  milliliter  of  capacity  or 
one  colony  per  square  centimeter  of  sur¬ 
face  area.  All  samples  shall  be  free  of 
conform  organisms.  The  procedure  and 
apparatus  for  these  bacteriological  tests 
shall  be  in  conformance  with  those  rec¬ 
ognized  by  the  government  agency  or 
agencies  having  jurisdiction.  Tests  shall 
be  performed  either  by  qualified  plant 
personnel  or  a  competent  commercial 
laboratory. 

(g>  Compliance  procedures.  To  assure 
that  the  plant's  production  of  bottled 
drinking  water  is  in  compliance  with  the 
applicable  standards,  laws,  and  reg¬ 
ulations  of  the  government  agency  or 
agencies  having  jurisdiction,  the  plant 
shaU; 

(1)  For  bacteriological  purposes,  take 
and  analyze  at  least  once  a  week  a  rep¬ 
resentative  sample  from  a  batch  or  seg¬ 
ment  of  a  continuous  production  run  for 
each  type  of  bottled  drinking  water  pro¬ 
duced  during  a  day’s  production.  TTie 
representative  sample  shall  consist  of 
primary  containers  of  product  or  imit 
packages  of  product. 

(2)  For  chemical,  physical,  and  radio¬ 
logical  purposes,  take  and  analyze  at 
least  semi-annually  a  representative 
sample  from  a  batch  or  segment  of  a 
continuous  production  run  for  each  type 
of  bottled  drinking  water  produced  dur¬ 
ing  a  day’s  production.  The  representa¬ 
tive  sample  shall  consist  of  primary  con¬ 
tainers  of  product  or  unit  packages  of 
product. 

(3)  Analyze  such  samples  by  methods 
approved  by  the  government  agency  or 


agencies  having  jurisdiction.  The  plant 
shall  maintain  records  of  date  of  sam¬ 
pling,  type  of  product  sampled,  produc¬ 
tion  code,  and  results  of  the  analysis. 

(h>  Record  retention.  All  records  re¬ 
quired  by  §§  129.1,  129.20,  129.35.  129.37, 
129.40.  and  129.80  shall  be  maintained  at 
the  plant  for  not  less  than  2  years.  Plants 
shall  also  retain,  on  file  at  the  plant, 
current  certificates  or  notifications  of  ap¬ 
proval  issued  by  the  government  tigency 
or  agencies  approving  the  plant’s  source 
and  supply  of  product  water  and  opera¬ 
tions  water.  All  required  documents  shall 
be  available  for  official  review  at  reason¬ 
able  times. 

PART  130— FOOD  STANDARDS: 
GENERAL 

Subpart  A — Ganaral  Provisions 

Sec. 

130.3  Definitions  and  Interpretations. 

130.5  Procedure  for  establishing  a  food 

standard. 

130.6  Review  of  Codex  Allmentarlus  food 

standards. 

130.8  ConfomUty  to  definitions  and  stand¬ 
ards  of  identity. 

130  12  General  methods  for  water  capacity 
and  fill  of  containers. 

130.14  General  statements  of  substandard 
quality  and  substandard  flU  of 
container. 

130.17  Temporary  permits  for  interstate 
shipment  of  experimental  packs  of 
food  varying  from  the  require¬ 
ments  of  definitions  and  standards 
of  Identity. 

Subpart  B — Food  Additives  in  Standardized  Foods 

130.20  Food  additives  proposed  for  use  in 
foods  for  which  definitions  and 
standards  of  Identity  are  estab¬ 
lished. 

Authority;  Secs.  401,  701,  52  Stat.  1046 
as  amended,  1055-1056  as  amended  (21 
U.S.C.  341,  371). 

Subpart  A— General  Provisions 
§  130.3  Definitions  and  interpretations. 

(a)  The  definitions  and  interpreta¬ 
tions  of  terms  contained  in  section  201 
of  the  act  shall  be  applicable  also  to  such 
terms  when  used  in  regulations  promul¬ 
gated  under  the  act. 

(b)  If  a  regulation  prescribing  a  defi¬ 
nition  and  standard  of  identity  for  a 
food  has  been  promulgated  under  section 
401  of  the  act  and  the  name  therein 
specified  for  the  food  is  used  in  any  other 
regulation  under  section  401  or  any  other 
provision  of  the  act.  such  name  means 
the  food  which  conforms  to  such  defini¬ 
tion  and  standard,  except  as  otherwise 
specifically  provided  in  such  other  regu¬ 
lation. 

(c)  No  provision  of  any  regulation 
prescribing  a  definition  and  standard  of 
identity  or  standard  of  quality  or  fill  of 
container  under  section  401  of  the  act 
shall  be  construed  as  in  any  way  affect¬ 
ing  the  concurrent  applicability  of  the 
general  provisions  of  the  act  and  the 
regulations  thereimder  relating  to  adul¬ 
teration  and  misbranding.  For  example, 
all  regulati(ms  under  section  401  con¬ 
template  that  the  food  and  all  articles 
used  as  components  or  ingredients 
thereof  shall  not  be  poisonous  or  dele¬ 
terious  and  shall  be  clean,  sound,  and 
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fit  for  food.  A  provision  in  such  regula¬ 
tions  for  the  use  of  coloring  or  flavoring 
does  not  authorize  such  use  under  cir¬ 
cumstances  or  in  a  manner  whereby 
damage  or  inferiority  is  concealed  or 
whereby  the  food  is  made  to  appear  bet¬ 
ter  or  of  greater  value  than  it  is. 

(d)  “Safe  and  suitable”  means  that 
the  ingredient: 

(1)  Performs  an  a{>propriate  fimction 
in  the  food  in  which  it  is  used. 

(2)  Is  used  at  a  level  no  higher  than 
necessary  to  achieve  its  intended  pur¬ 
pose  in  that  food. 

(3)  Is  not  a  food  additive  or  color 
additive  as  defined  in  section  201  (s)  or 
Ct)  of  the  Federal  F\)od,  Drug,  and  Cos¬ 
metic  Act  as  used  in  that  food,  or  is  a 
food  additive  or  color  additive  as  so 
defined  and  is  used  in  conformity  with 
regulatimis  established  pursuant  to  sec¬ 
tion  409  or  706  of  the  act. 

§  130.5  Procedure  for  esiahliNliing  a 
food  standard. 

(a)  The  procedure  for  establishing  a 
food  standard  under  section  401  of  the 
act  shall  be  governed  by  Part  2  of  this 
chapter. 

(b)  Any  petition  for  a  food  standard 
shall  show  that  the  proposal,  if  adopted, 
would  promote  honesty  and  fair  dealing 
in  the  interest  of  consumers. 

(c)  Any  petition  for  a  food  standard 
shall  assert  that  the  petitioner  commits 
himself  to  substantiste  the  information 
‘in  the  petition  by  evidence  in  a  public 
hearing,  if  such  a  hearing  becomes  nec¬ 
essary. 

(d)  If  a  petitioner  fails  to  appear,  or 
to  substantiate  the  Information  in  his 
petition,  at  a  public  hearing  on  the  mat¬ 
ter,  the  Commissioner  may  either  (1) 
withdraw  the  regulation  and  terminate 
the  proceeding  or  (2)  if  he  concludes 
that  it  is  in  accordance  with  the  require¬ 
ments  of  section  401  of  the  act,  continue 
the  proceeding  and  introduce  evidence 
to  substantiate  such  information. 

§  130.6  Review  of  Codex  Alimenlarius 
food  standards. 

(a)  All  food  standards  adopted  by  the 
Codex  Alimentarius  Commission  will  be 
reviewed  by  the  Food  and  Drug  Adminis¬ 
tration  and  will  be  accepted  without 
change,  accepted  with  change,  or  not 
accepted. 

(b)  Review  of  Codex  standards  will  be 
accomplished  in  one  of  the  following 
three  ways: 

(1)  Any  interested  person  may  peti¬ 
tion  the  Commissioner  to  adopt  a  Codex 
standard,  with  or  without  change,  by 
proposing  a  new  standard  or  an  appro¬ 
priate  amendment  of  an  existing  stand¬ 
ard,  pursuant  to  section  401  of  th^  act. 
Any  such  petition  shall  specify  any  devi¬ 
ations  from  the  Codex  standard,  and  the 
reasons  for  any  such  deviations.  The 
Commissioner  shall  publish  such  a  peti¬ 
tion  in  the  Federal  Register  as  a  pro¬ 
posal,  with  an  opportunity  for  comment, 
if  reasonable  grounds  are  provided  in 
the  petition.  Any  published  proposal  shall 
state  any  deviations  from  the  Codex 
standard  and  the  stated  reasons  there¬ 
for. 


(2)  The  Commissioner  may  on  his  own 
initiative  propose  by  publication  in  the 
Federal  Register  the  adoption  of  a 
Codex  standard,  with  or  without  change, 
through  a  new  standard  or  an  appropri¬ 
ate  amendment  to  an  existing  standard, 
pursuaht  to  section  401  of  the  act.  Any 
such  proposal  shall  specify  any  devia¬ 
tions  from  the  Codex  standard,  and  the 
reasons  for  any  such  deviations. 

(3)  Any  Codex  standard  not  han¬ 
dled  under  paragraph  (b)  (1)  or  (2) 
of  this  section  may  be  published  in 
the  Federal  Register  for  review  and 
informal  comment.  Interested  persons 
shall  be  requested  to  comment  on  the 
desirability  and  need  for  the  stand¬ 
ard,  on  the  specific  provisions  of  the 
standard,  on  additional  or  different 
provisions  that  should  be  included  in 
the  standard,  and  on  any  other  perti¬ 
nent  points.  After  reviewing  all  such 
comments,  the  Commissioner  either  shall 
publish  a  proposal  to  establish  a  food 
standard  pursuant  to  section  401  of  the 
act  covering  the  food  involved,  or  shall 
publish  a  notice  terminating  considera¬ 
tion  of  such  a  standard. 

(c)  All  interested  persons  are  en¬ 
couraged  to  confer  with  different  interest 
groups  (consumers,  industry,  the 
academic  community,  professional  or¬ 
ganizations,  and  others)  in  formulating 
petitions  or  comments  pursuant  to  para¬ 
graph  (b)  of  this  section.  All  such  peti¬ 
tions  or  comments  are  requested  to  in¬ 
clude  a  statement  of  any  meetings  and 
discussions  that  have  been  held  with 
other  interest  groups.  Appropriate  weight 
will  be  given  by  the  Commissioner  to 
petitions  or  comments  that  reflect  a  con¬ 
sensus  of  different  Interest  groups. 

§  130.8  Conformity  to  definitions  and 
standards  of  identity. 

In  the  following  conditions,  among 
others,  a  food  does  not  cmiform  to  the 
definition  and  standard  of  identity 
therefor: 

(a)  If  it  contains  an  ingredient  for 
which  no  provision  is  made  in  such  def¬ 
inition  and  standard,  unless  such  in¬ 
gredient  is  an  incidental  additive  intro¬ 
duced  at  a  nonfunctional  and  insignifi¬ 
cant  level  as  a  result  of  its  deliberate  and 
purposeful  addition  to  another  ingredi¬ 
ent  permitted  by  the  terms  of  the  appli¬ 
cable  standard  and  the  presence  of  such 
incidental  additive  in  unstandardized 
foods  has  been  exempted  from  label  dec¬ 
laration  as  provided  in  8  101.100  of  this 
chapter. 

(b)  If  it  fails  to  contain  any  one  or 
more  ingredients  required  by  such  defl- 
nition  and  standard; 

(c)  If  the  quantity  of  any  ingredient 
or  component  fails  to  conform  to  the 
limitation,  if  any,  prescribed  therefor  by 
such  definition  and  standard. 

§  130.12  General  methods  for  water  ca— 
parity  and  fill  of  containers. 

For  the  purposes  of  regulations  pro¬ 
mulgated  tmder  section  401  of  the  act: 

(a)  The  term  “general  method  for 
water  capacity  of  containers”  means  the 
following  method: 

(1)  In  the  case  of  a  container  with  lid 
attached  by  double  seam,  cut  out  the  lid 
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without  removing  or  altering  the  height 
of  the  double  seam. 

(2)  Wash,  dry,  and  weigh  the  empty 
container. 

(3)  Fill  the  container  with  distiUed 
water  at  68”  F  to  inch  vertical  dis¬ 
tance  below  the  top  level  of  the  contain¬ 
er,  and  weigh  the  container  thus  fllled. 

(4)  Subtract  the  weight  found  in  para¬ 
graph  (a)  (2)  of  this  section  from  the 
weight  found  in  paragraph  (a)  (3)  of 
this  section.  The  difference  shall  be  con¬ 
sidered  to  be  the  weight  of  water  requir¬ 
ed  to  fill  the  container. 

In  the  case  of  a  container  with  lid  at¬ 
tached  otherwise  than  by  double  seam, 
remove  the  lid  and  proceed  as  directed  in 
paragraphs  (a)  (2)  to  (4)  of  this  section, 
except  that  under  paragraph  (a)  (3)  of 
this  section,  fill  the  container  to  the  level 
of  the  top  thereof. 

(b)  The  term  “general  method  for  fill 
of  containers”  means  the  following 
method: 

(1)  In  the  case  of  a  container  with  lid 
attached  by  double  seam,  cut  out  the  lid 
without  removing  or  altering  the  height 
of  the  double  seam. 

(2)  Measure  the  vertical  distance  from 
the  top  level  of  the  container  to  the  top 
level  of  the  food. 

(3)  Remove  the  food  from  the  con¬ 
tainer;  wash,  dry,  and  weigh  the  con¬ 
tainer. 

(4)  Fill  the  container  with  water  to 
3/16  inch  vertical  distance  below  the  top 
level  of  the  container.  Record  the  tem¬ 
perature  of  the  water,  weigh  the  con¬ 
tainer  thus  fllled,  and  determine  the 
weight  of  the  water  by  subtracting  the 
weight  of  the  container  fotmd  in  para¬ 
graph  (b)  (3)  of  this  section. 

(5)  Maintaining  the  water  at  the 
temperature  recorded  in  paragraph  (b) 

(4)  of  this  section,  draw  off  water  from 
the  container  as  fllled  in  paragraph  (b) 

(4)  of  this  section  to  the  level  of  the 
food  found  in  paragraph  (b)(2)  of  this 
section,  weigh  the  container  with  re¬ 
maining  water,  and  determine  the 
weight  of  the  remaining  water  by  sub¬ 
tracting  the  weight  of  the  container 
found  in  paragraph  (b)  (3)  of  this  sec¬ 
tion. 

(6)  Divide  the  weight  of  water  found 
in  paragraph  (b)  (5)  of  this  section  by 
the  weight  of  water  found  in  paragrai^ 
(b)  (4)  of  this  section,  and  multiply  by 
100.  The  result  shall  be  considered  to  be 
the  percent  of  the  total  capacity  of  the 
container  occupied  by  the  food. 

In  the  case  of  a  container  with  lid  at¬ 
tached  otherwise  than  by  double  seam, 
remove  the  lid  and  proceed  as  directed  in 
paragraphs  (b)  (2)  to  (6)  of  this  sec¬ 
tion.  except  that  under  psuagraph  (b) 
(4)  of  this  section,  fill  the  container  to 
the  level  of  the  top  thereof. 

§  130.14  General  statements  of  sub¬ 
standard  quality  and  substandard  fill 
of  container. 

For  the  purposes  of  regulations  pro¬ 
mulgated  under  section  401  of  the  act: 

(a)  The  term  “general  statement  of 
substandard  quaUty”  means  the  state¬ 
ment  “Below  Standard  in  Quality  Good 
Food — ^Not  High  Grade”  printed  in  two 
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lines  of  Cheltenham  bold  condensed  caps. 
The  words  “Below  Standard  In  Quali^” 
constitute  the  first  line,  and  the  second 
immediately  follows.  If  the  quantity  of 
the  contents  of  the  container  is  less  than 
1  pound,  the  typ>e  of  the  first  line  is  12- 
point,  and  of  the  second,  8-point  If 
such  quantity  is  1  pound  or  more,  the 
type  of  the  first  line  is  14-point  and  of 
the  second,  10-point  Such  statement 
is  enclosed  within  lines,  not  less  than  6 
points  in  width,  forming  a  rectangle. 
Such  statement,  with  enclosing  lines,  is 
on  a  strongly  contrasting,  uniform  back¬ 
ground,  and  is  so  placed  as  to  be  easily 
seen  when  tiie  name  of  the  food  or  any 
pictorial  representation  thereof  is  viewed, 
wherever  such  name  or  representation 
appears  so  conspicuously  as  to  be  easily 
seen  under  customary  conditions  of 
purchase. 

(b)  The  term  “general  statement  of 
substandard  fill”  means  the  statement 
“Below  Standard  in  Fill”  printed  in 
Cheltenham  bold  condensed  caps.  If  the 
quantity  of  the  contents  of  the  container 
is  less  than  1  pound,  the  statement  is  in 
12-point  type;  if  such  quantity  is  1  pound 
or  more,  the  statement  is  in  14-point 
type.  Such  statement  is  enclosed  within 
lines,  not  less  than  6  points  in  width, 
forming  a  rectangle;  but  if  the  statement 
specified  in  paragraph  (a)  of  this  section 
is  also  used,  both  statements  (one  follow¬ 
ing  the  other)  may  be  enclosed  within 
the  same  rectangle.  Such  statement  or 
stat^ents,  with  enclosing  lines,  are  on 
a  strongly  contrasting,  uniform  back- 
groxmd,  and  are  so  placed  as  to  be  easily 
seen  when  the  name  of  the  food  or  any 
pictorial  representation  thereof  is  viewed, 
wherever  such  name  or  representation 
appears  so  conspicuously  as  to  be  easily 
seen  luider  customary  conditions  of 
purchase. 

§  130.17  Temporary  permits  for  inter¬ 
state  shipment  of  experimental  parks 
of  food  varying  from  the  require¬ 
ments  of  definitions  and  standards  of 
identity. 

(a)  The  Food  and  IDrug  Administra¬ 
tion  recognizes  that  before  petitions  to 
amend  food  standards  can  be  submitted, 
apprcqiriate  investigations  of  potential 
advances  in  food  technology  sometimes 
require  tests  in  interstate  markets  of 
the  advantages  to  dnd  acceptance  by 
consiuners  of  experimental  packs  of  food 
varying  frean  aiH}licable  definitions  and 
standards  of  identity  prescribed  under 
section  401  of  the  act. 

(b)  It  is  the  purpose  of  the  Food  and 
Drug  Administration  to  permit  such  tests 
when  it  can  be  ascertained  that  the  sole 
purpose  of  the  tests  is  to  obtain  data 
necessary  for  reasonable  groimds  in  sup¬ 
port  of  a  petition  to  amend  food  stand¬ 
ards,  that  the  tests  are  necessary  to  the 
completion  or  conclusiveness  of  an  other¬ 
wise  adequate  investigation,  and  that 
the  interests  of  consumers  are  adequately 
safeguarded;  permits  for  such  tests  shall 
normally  be  for  a  period  not  to  exceed 
15  months.  The  Commissioner,  for  good 
cause  shown  by  the  applicant,  may  wo- 
vide  for  a  Irniger  test  market  period.  The 
Food  and  Drug  Administration  will 


therefore  refrain  from  reccxnmending 
regulatory  proceedings  under  the  act  on 
the  charge  that  a  food  does  not  conform 
to  an  applicable  standard,  if  the  person 
who  introduces  or  causes  the  introduc¬ 
tion  of  the  food  into  interstate  commerce 
holds  an  effective  permit  from  the  Com¬ 
missioner  providing  specifically  for  those 
variations  in  respect  to  which  the  food 
fails  to  conform  to  the  applicable  defini¬ 
tion  and  standard  of  identity.  The  test 
period  will  begin  on  the  date  the  person 
holding  an  effective  permit  from  the 
Commi.ssioner  introduces  or  causes  the 
introduction  of  the  food  covered  by  the 
permit  into  interstate  commerce  but  not 
later  than  3  months  after  notice  of  the 
issuance  of  the  permit  is  published  in  the 
Federal  Register.  The  Commissioner 
shall  be  notified  in  writing  of  the  date 
on  which  the  test  period  begins  as  soon 
as  it  is  determined. 

(c)  Any  person  desiring  a  permit  may 
file  with  the  Commissioner  a  written  ap¬ 
plication  in  triplicate  containing  as  part 
thereof  the  following: 

(1)  Name  and  address  of  the  appli¬ 
cant. 

(2)  A  statement  of  whether  or  not  the 
applicant  is  regularly  engaged  in  produc¬ 
ing  the  food  involved. 

(3)  A  reference  to  the  applicable  defi¬ 
nition  and  standard  of  identity  (citing 
applicable  section  of  regulations). 

(4)  A  full  description  of  the  proposed 
variation  from  the  standard. 

(5)  The  basis  upon  which  the  food  so 
varying  is  believed  to  be  wholesome  and 
nondeleterious. 

(6)  The  amount  of  any  new  ingredient 
to  be  added;  the  amount  of  any  ingre¬ 
dient,  required  by  the  standard,  to  be 
eliminated;  any  change  of  concentra¬ 
tion  not  contemplated  by  the  standard; 
or  any  change  in  name  that  would  more 
appropriately  describe  the  new  product 
under  test.  If  such  new  ingredient  is  not 
a  commonly  known  food  ingredient,  a 
description  of  its  properties  and  basis 
for  concluding  that  it  is  not  a  deleterious 
substance. 

(7)  The  purpose  of  effecting  the  varia¬ 
tion. 

(8)  A  statement  of  how  the  variation 
is  of  potential  advantage  to  consumers. 
The  statement  shall  include  the  reasons 
why  the  applicant  does  not  consider  the 
data  obtained  in  any  prior  investigations 
which  may  have  been  conducted  sufiB- 
cient  to  support  a  petition  to  amend  the 
standard. 

(9)  The  proposed  label  (or  an  accurate 
draft)  to  be  used  on  the  food  to  be  mar¬ 
ket  tested.  The  label  shall  conform  in  all 
respects  to  the  general  requirements  of 
the  act  and  shall  provide  a  means  where¬ 
by  the  consumer  can  distinguish  between 
the  food  being  tested  and  such  food  com¬ 
plying  with  the  standard. 

(10)  TTie  period  during  which  the  ap¬ 
plicant  desires  to  introduce  such  fo^ 
into  interstate  commerce,  with  a  state¬ 
ment  of  the  reasons  supporting  the  need 
for  such  period.  If  a  period  longer  than 
15  months  Is  requested,  a  detaUed  ex¬ 
planation  of  why  a  15-month  period  is 
inadequate  shall  be  provided. 


(11)  The  probable  amount  of  such 
food  that  will  be  distributed.  The  amoimt 
distributed  should  be  limited  to  the 
smallest  number  of  units  reasonably  re¬ 
quired  for  a  bona  fide  market  test.  Jus¬ 
tification  for  the  amount  requested  shall 
be  included. 

(12)  The  areas  of  distribution. 

(13>  The  address  at  which  such  food 
will  be  manufactured. 

(14)  A  statement  of  whether  or  not 
such  food  has  been  or  is  to  be  distributed 
in  the  State  in  which  it  was  manu¬ 
factured. 

(15)  If  it  has  not  been  or  is  not  to  be 
so  distributed,  a  statement  showing  why. 

(16)  If  it  has  been  or  is  to  be  so  dis¬ 
tributed,  a  statement  of  why  it  is  deemed 
necessarj*  to  distribute  such  food  in  other 
States. 

(d)  The  Commissioner  may  require 
the  applicant  to  furnish  samples  of  the 
food  varying  from  the  standard  and  to 
furnish  such  additional  information  as 
may  be  deemed  necessary  for  action  on 
the  application. 

(e)  If  the  Commissioner  concludes 
that  the  variation  may  be  advantageous 
to  consumers  and  will  not  result  in  fail¬ 
ure  of  the  focxl  to  conform  to  any  pro¬ 
vision  of  the  act  except  section  403(g), 
a  permit  shall  be  issued  to  the  applicant 
for  interstate  shipment  of  such  food.  The 
terms  and  conditions  of  the  permit  shall 
be  those  set  forth  in  the  application  with 
such  modifications,  restrictions,  or  quali¬ 
fications  as  the  Commissioner  may  deem 
necessary  and  state  in  the  permit. 

(f)  The  terms  and  conditions  of  the 
permit  may  be  modified  at  the  discretion 
of  the  Commissioner  or  upon  application 
of  the  permittee  during  the  effective  pie- 
riod  of  the  permit. 

(g)  The  Commissioner  may  revoke  a 
permit  for  cause,  which  shall  include  but 
not  be  limited  to  the  following: 

( 1 )  That  the  permittee  has  introduced 
a  food  into  interstate  commerce  con¬ 
trary  to  the  terms  and  conditions  of  the 
permit. 

(2)  That  the  application  for  a  permit 
contains  an  untrue  statement  of  a  mate¬ 
rial  fact. 

(3)  That  the  need  therefor  no  longer 
exists. 

(h)  During  the  period  within  which 
any  permit  is  effective,  it  shall  be  deemed 
to  be  included  within  the  terms  of  any 
guaranty  or  undertaking  otherwise  ef¬ 
fective  pursuant  to  the  provisions  of  sec¬ 
tion  303(c)  of  the  act. 

(i)  If  an  application  is  made  fw  an 
extension  of  the  permit,  it  shall  be  ac¬ 
companied  by  a  description  of  experi¬ 
ments  conducted  under  the  permit,  ten¬ 
tative  conclusions  reached,  and  reasons 
why  further  experimental  shipments 
are  considered  necessary.  The  applica¬ 
tion  for  an  extension  shall  be  filed  not 
later  than  3  months  prior  to  the  expira¬ 
tion  da^^e  of  the  permit  and  shall  be  ac¬ 
companied  by  a  petition  to  amend  the 
affected  food  standard.  If  the  Commis¬ 
sioner  concludes  that  it  will  be  in  the 
interest  of  consumers  to  issue  an  exten¬ 
sion  of  the  time  period  for  the  market 
test,  a  notice  will  be  published  In  the 
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Federal  Register  stating  that  fact.  The 
notice  will  include  an  invitation  to  all 
interested  persons  to  participate  in  the 
market  test  under  the  same  conditions 
that  applied  to  the  initial  permit  holder, 
including  labeling  and  the  amount  to  be 
distributed,  except  that  the  designated 
area  of  distribution  shall  not  apply.  The 
extended  market  test  period  shall  not 
begin  prior  to  the  pubhcation  of  a  notice 
in  the  Federal  Register  granting  the  ex¬ 
tension  and  shall  terminate  either  on  the 
effective  date  of  an  afiBrmative  order  rul¬ 
ing  on  the  proposal  or  30  days  after  a 
negative  order  ruling  on  the  proposal, 
whichever  the  case  may  be.  Any  inter¬ 
ested  person  who  accepts  the  invitation 
to  participate  in  the  extended  market 
test  shall  notify  the  Commissioner  in 
writing  of  that  fact,  the  amount  to  be 
distributed,  and  the  area  of  distribution; 
and  along  with  such  notification,  he  shall 
submit  the  labeling  under  which  the  food 
is  to  be  distributed. 

(j)  Notice  of  the  granting  or  revoca¬ 
tion  of  any  permit  shall  be  published  in 
the  Federal  Register. 

(k)  All  applications  for  a  temporary 
permit,  applications  for  an  extension  of 
a  temporary  permit,  and  related  records 
are  available  for  public  disclosure  when 
the  notice  of  a  permit  or  extension 
thereof  is  published  in  the  Federal  Reg¬ 
ister.  Such  disclosure  shall  be  in  ac¬ 
cordance  with  the  rules  established  in 
Part  4  of  this  chapter. 

(l)  Any  person  who  contests  denial, 
modification,  or  revocation  of  a  tempo¬ 
rary  permit  shall  have  an  opportunity 
for  a.  regulatory  hearing  before  the  Food 
and  Drug  Administration  pursuant  to 
Subpart  F  of  Part  2  of  this  chapter. 

Subpart  B — Food  Additives  in  Standardized 
Foods 

§  130.20  Food  additives  proposed  for 
use  in  foods  ffir  which  definitions 
and  standards  of  identity  are  estab¬ 
lished. 

(a)  Where  a  petition  is  received  for 
the  issuance  or  amendment  of  a  regula¬ 
tion  establishing  a  definition  and  stand¬ 
ard  of  identity  for  a  food  under  section 
401  of  the  act,  which  proposes  the  inclu¬ 
sion  of  a  food  additive  in  such  definition 
and  standard  of  identity,  the  provisions 
of  the  regulations  in  Part  171  of  this 
chapter  shall  apply  with  respect  to  the 
information  that  must  be  submitted  with 
respect  to  the  food  additive.  Since  sec¬ 
tion  409(b)  (5)  of  the  act  requires  that 
the  Commissioner  publish  notice  of  a 
petition  for  the  establishment  of  a  food 
additive  regulation  within  30  days  after 
filing,  notice  of  a  petition  relating  to  a 
definition  and  standard  of  identity  shall 
also  be  published  within  that  time  limi¬ 
tation  if  it  includes  a  request,  so  desig¬ 
nated,  for  the  establishment  of  a  regula¬ 
tion  pertaining  to  a  food  additive. 

(b)  If  a  petition  for  a  definition  and 
standard  of  identity  contains  a  proposal 
for  a  food  additive  regulation,  and  the 
petitioner  fails  to  designate  it  as  such, 
the  Commissioner,  upon  determining 
that  the  petition  includes  a  proposal  for 
a  food  additive  regulation,  shedl  so  no¬ 
tify  the  petitioner  and  shall  thereafter 


proceed  in  accordance  with  the  regula¬ 
tions  in  Part  171  of  this  chapter. 

PART  131— MILK  AND  CREAM 
Subpart  A — Ganeral  ProvtaloiM 

Sec. 

131.3  Definitions. 

131.25  Wlilpped  cream  products  contain¬ 
ing  fiavorlng  or  sweetening. 

Subpart  B — Requirements  for  Specific 
Standardized  Milk  and  Cream 

131.110  MUk. 

131.115  Concentrated  milk. 

131.120  Sweetened  condensed  milk. 

131.125  Nonfat  dry  mUk. 

131.127  Nonfat  dry  milk  fortified  with 
vitamins  A  and  D. 

131.130  Evaporated  milk. 

131.135  Lowfat  milk. 

131.145  Skim  mUk. 

131.150  Heavy  cream. 

131.155  Light  cream. 

131.157  Light  whipping  cream. 

131.160  Sour  cream. 

131.162  Acidified  sour  cream. 

131.164  Sour  cream  dressing. 

131.180  Half-and-half. 

131.185  Sour  half-and-half. 

131.187  Acidified  sour  half-and-half. 

131.189  Sour  half-and-half  dressing. 

Axttrobitt:  Secs.  401,  701,  62  Stat.  1046  as 
amended,  1055-1056,  as  amended  by  70  Stat. 
919  and  72  Stat.  948  (21  VS.C.  341,  371). 

Subpart  A — General  Provisions 

§  Drfiniliuns. 

(a)  “Cream”  means  the  liquid  milk 
product  .high  in  fat  separated  from  milk, 
which  may  have  been  adjusted  by  adding 
thereto:  Milk,  concentrated  milk,  dry 
whole  milk,  skim  milk,  concentrated  skim 
milk,  or  nonfat  dry  milk.  Cream  contains 
not  less  than  18  percent  milkfat. 

(b)  “Pasteurized”  when  used  to  de¬ 
scribe  a  dairy  product  means  that  every 
particle  of  such  product  shall  have  been 
heated  in  properly  operated  equipment 
to  one  of  the  temperatures  specified  in 
the  table  of  this  paragraph  and  held  con¬ 
tinuously  at  or  above  that  temperature 
for  the  specified  time  (or  other  time/tem¬ 
perature  relationship  which  has  been 
demonstrated  to  be  equivalent  thereto  in 
microbial  destruction) : 

Temperature:  Time 

145''P  > _  30  minutes 

161  "P* _  16  seconds 

191°P  _  1  second 

204°P  _  0.06  second 

212'’P  _  0.01  second 

>  If  the  dairy  Ingredient  has  a  fat  content 
of  10  percent  or  more,  or  if  it  contains  added 
sweeteners,  the  specified  temperatiu'e  shall 
be  increased  by  6°P._ 

(c)  “Ultra-pasteurized”  when  used  to 
describe  a  dairy  product  means  that  such 
product  shall  have  been  thermally  proc¬ 
essed  at  or  above  280*F  for  at  least  2 
seconds,  either  before  or  after  packaging, 
so  as  to  produce  a  product  which  has  an 
extended  shelf  life  under '  refrigerated 
conditions.  j 

§  131.2S  Wiiipp«*d  cream  products  c«»n- 
taining  flavoring  or  sweetening. 

The  unqualified  name  “whipped 
cream”  should  not  be  applied  to  any 
product  other  than  one  made  by  whip¬ 
ping  the  cream  that  complies  with  the 


standards  oi  identity  for  whipping  cream 
(99  131.150  and  131.167  of  this  chapter). 
If  flavoring  and/or  sweetening  is  added, 
the  resulting  product  is  a  flavored  and/or 
sweetened  whipped  cream,  and  should  be 
so  identified. 

(Secs.  401,  403,  62  Stat.  1047,  1048;  21  U.S.C. 
841,  343) 

Subpart  B — Requirements  for  Specific 
Standardize  Milk  and  Cream 

§  131.110  Milk. 

(a)  Description.  Milk  is  the  lacteal 
secretion,  practically  free  from  colos¬ 
trum,  obtained  by  the  complete  milking 
of  one  or  more  healthy  cows.  Milk  that  is 
in  final  package  form  for  beverage  use 
shall  have  been  pasteurized  or  ultra- 
pasteurized,  and  shall  contain  not  less 
than  QVt  percent  milk  solids  not  fat  and 
not  less  than  3^4  percent  milkfat.  Milk 
may  have  been  adjusted  by  separating 
part  of  the  milkfat  therefrom,  or  by  add¬ 
ing  thereto  cream,  concentrated  milk, 
dry  whole  milk,  skim  milk,  concentrated 
skim  milk,  or  nonfat  dry  milk.  Milk  may 
be  hcHnogenized. 

(b)  Vitamin  addition  (Optional).  (1) 
If  added,  vitamin  A  shall  be  present  in 
such  quantity  that  each  quart  of  the 
food  contains  not  less  than  2000  Interna¬ 
tional  Units  thereof  within  limits  of  good 
manufacturing  practice. 

(2)  If  added,  vitamin  D  shall  be  pres¬ 
ent  in  such  quantity  that  each  quart  of 
the  food  contains  400  International  Units 
thereof  within  limits  of  good  manufac¬ 
turing  practice. 

(c)  Optional  ingredients.  The  follow¬ 
ing  safe  and  suitable  ingredients  may.be 
used: 

( 1 )  Carriers  for  vitamins  A  and  D. 

(2)  Characterizing  flavoring  ingredi¬ 
ents  (with  or  without  coloring,  nutritive 
sweetener,  emulsifiers,  and  stabilizers) 
as  follows: 

(i)  Fruit  and  fruit  juice  (including 
concentrated  fruit  and  fruit  Juice) . 

(ii)  Natural  and  artificial  food  flavor¬ 
ings. 

(d)  Methods  of  analysis.  Referenced 
methods  are  from  “Official  Methods  of 
Analysis  of  the  Association  of  Official 
Analytical  Chemists,”  11th  Ekl.,  1970.' 

(1)  Milk  fat  content — “Fat,  Roese- 
Gottlieb  Method — Official  Final  Action.” 
section  16.052.* 

(2)  Milk  solids  not  fat  content — 
Calculated  by  subtracting  the  milk  fat 
content  from  the  total  solids  content  as 
determined  by  the  method  “Total  Sertids. 
Method  I — Official  Final  Action,”  section 
16.032.* 

(3)  Vitamin  D  content — “Vitamin  D — 
Official  Final  Action,”  sections  39.149- 
39.162.* 

(e)  Nomenclature.  The  name  of  the 
food  is  “milk”.  The  name  of  the  food  shall 
be  accompanied  on  the  label  by  a  declara¬ 
tion  indicating  the  presence  of  any 
characterizing  flavoring,  as  specified  in 
9  101.22  of  this  chapter. 

*  Copies  may  be  obtained  from:  Aseoclatlou 
of  Official  Analytical  Chemists,  P.O.  Box  640, 
Benjamin  Franklin  Station,  Washington,  D.O. 
20044. 


FEDHAL  REGISTER,  VOl.  42,  NO.  50 — TUESDAY.  MARCH  15.  1*77 


RULES  AND  REGULATIONS 


14361 


(1)  The  following  terms  shall  accom¬ 
pany  the  name  the  food  whmver  it 
appears  on  the  principal  display  panel  or 
panels  of  the  labd  in  letters  not  less  than 
one-half  the  height  of  the  letters  used  in 
such  name: 

(1)  If  vitamins  are  added,  the  phrase 
“vitamin  A”  or  “vitamin  A  added”,  or 
“vitamin  D”  or  “vitamin  D  added”,  or 
“vitamin  A  and  D”  or  “vitamins  A  and  D 
added”,  as  is  approiHlate.  The  word  “vita¬ 
min”  may  be  aMreviated  “vlt.”. 

(ii)  The  word  “ultra-pasteurized”  if 
the  food  has  been  ultra-pasteurized. 

(2)  The  following  terms  may  appear 
on  the  label: 

(i)  The  word  “pasteurized”  if  the  food 
has  been  pasteurized. 

(ii)  The  word  “homogenized”  if  the 
food  has  been  homogenized. 

(f)  Label  declaration.  When  used  in 
the  food,  each  of  the  ingredients  specified 
in  paragraphs  (b)  and  (c)  (2)  of  this  sec¬ 
tion  shall  be  declared  on  the  label  as  re¬ 
quired  by  the  applicable  sections  of  Part 
101  of  this  chapter. 

§  131.115  C^oncenlralnl  milk. 

(a)  Description.  Concentrated  milk  is 
the  liquid  food  obtained  by  partial  re¬ 
moval  of  water  from  milk.  The  milkfat 
and  total  milk  solids  contents  of  the  food 
are  not  less  than  7.5  and  25.5  percent,  re¬ 
spectively.  It  is  pasteurized,  but  is  not 
processed  by  heat  so  as  to  prevent  spoil¬ 
age.  It  may  be  homogenized. 

(b)  Vitamin  addition  (Optional).  If 
added,  vitamin  D  shall  be  present  in  such 
quantity  that  each  fluid  ounce  of  the  food 
contains  25  International  Units  thereof, 
within  limits  of  good  manufacturing 
practice. 

(c)  Optional  ingredients.  The  follow¬ 
ing  safe  and  suitable  optional  ingredients 
may  be  used : 

( 1 )  Carriers  for  vitamins  A  and  D. 

(2)  Characterizing  flavoring  ingredi¬ 
ents,  with  or  without  coloring,  as  follows: 

(i)  Fruit  and  fruit  juice,  including 
‘concentrated  fruit  and  fruit  juice. 

(ii)  Natural  and  artificial  fo^  flavor¬ 
ing. 

(d)  Methods  of  analysis.  Referenced 
methods  are  from  “Official  Methods  of 
Analysis  of  the  Association  of  Official 
Analytical  Chemists,”  11th  Ed..  1970.* 

( 1 )  Milkfat  content — “Fat — Official 
Final  Action,”  section  16.129.* 

(2)  Total  milk  solids — “Total  Solids — 
Official  Final  Action,”  section  16.127.* 

(3)  Vitamin  D  content — “Vitamin  D  in 
Milk — Official  Final  Action,”  sections  39- 
149-39.162.* 

(e)  Nomenclature.  The  name  of  the 
food  is  “Concentrated  milk”  or  alterna¬ 
tively  “Condensed  milk.”  If  the  food  con¬ 
tains  added  vitamin  D,  the  iHirase  “vita¬ 
min  D”  or  “vitamin  D  added”  shall  ac¬ 
company  the  name  of  the  food  wherever 
it  appears  on  the  principal  display  panel 
or  panels  of  the  label  in  letters  not  less 
than  one-half  the  height  of  the  letters 
used  in  such  name.  The  word  “homogen¬ 
ized”  may  appear  on  the  label  if  the  food 


*  Copies  may  be  obtained  from:  Association 
of  Official  Analytical  Chemists,  P.O.  Box  540, 
Benjamin  Franklin  Station,  Washington,  D.C 
20044.  ^ 


has  been  homogenised.  The  name  of  the 
food  shall  include  a  declaration  of  the 
presence  of  any  characterizing  flavoring, 
as  specified  in  S  101.22  of  this  chapter. 

(f)  Label  declaration.  When  used  in 
the  food,  the  optional  ingredients  speci¬ 
fied  in  paragraph  (b)  of  this  section  shall 
be  declared  on  the  label  as  required  by 
the  applicable  sections  of  Part  101  of  this 
chapter. 

§  131.120  Sw<H*lened  condensed  milk. 

(a)  Description.  Sweetened  condensed 
milk  is  the  food  obtained  by  the  partial 
removal  of  water  only  from  a  mixture 
of  milk  and  safe  and  suitable  nutritive 
sweetener.  The  finished  food  contains  not 
less  than  8.5  percent  by  w’eight  of  milk¬ 
fat,  and  not  less  than  28  percent  by 
weight  of  total  milk  solids.  The  quantity 
of  nutritive  sweetener  used  is  sufficient 
to  prevent  spoilage.  The  food  is  pasteur¬ 
ized,  and  may  be  homogenized. 

(b)  Optional  ingredients.  Safe  and 
suitable  characterizing  flavoring  ingredi¬ 
ents,  with  or  without  coloring,  as  follows: 

(1)  Fruit  and  fruit  juice,  including 
concentrated  fruit  and  fruit  juice. 

(2)  Natural  and  artificial  food  flavor¬ 
ing. 

(c)  Method  of  analysis.  The  milkfat 
content  is  determined  by  the  method 
prescribed  in  “Official  Methods  of  Analy¬ 
sis  of  the  Association  of  Official  Analy¬ 
tical  Chemists,”  11th  Ed..  1970,  section 
16.142,  under  “Fat — Official  Final  Ac¬ 
tion.”  - 

(d)  Nomenclature.  The  name  of  the 
food  is  “Sweetened  condensed  milk”.  The 
word  “homogenized”  may  appear  on  the 
label  if  the  fo(x]  has  been  homogenized. 
The  name  of  the  food  shall  include  a  dec¬ 
laration  of  the  presence  of  any  charac¬ 
terizing  flavoring,  as  specified  in  S  101.22 
of  this  chapter. 

(e)  Label  declaration.  The  optional 
sweetener  used  shall  be  declared  on  the 
label  as  required  by  the  applicable  sec¬ 
tions  of  Part  101  of  this  chapter. 

§131.125  Non fal  dry  milk. 

(a)  Description.  Nonfat  dry  milk  is  the 
product  obtained  by  removal  of  water 
only  from  pasteurized  skim  milk.  It  con¬ 
tains  not  more  than  5  percent  by  weight 
of  moisture,  and  not  more  than  1 per¬ 
cent  by  weight  of  milkfat  unless  other¬ 
wise  indicated. 

(b)  Optional  ingredients.  Safe  and 
suitable  characterizing  flavoring  ingredi¬ 
ents.  with  or  without  coloring,  as  follows: 

(1)  Fruit  and  fruit  juice,  including 
concentrated  fruit  and  fruit  juice. 

(2)  Natural  and  artificial  food  flavor¬ 
ing. 

(c)  Methods  of  analysis.  Referenced 
methods  are  from  “Official  Meth(xls  of 
Analysis  of  the  Association  of  Official 
Analytical  Chemists,”  11th  Ed.,  1970.* 

(1)  Moisture  content — “Moisture — 

Official  Final  Action,”  section  16.149.* 

(2)  Milkfat  content — “Pat  in  Dried 
Milk — Official  Final  Action,”  sections 
16.156-16.157.* 

(d)  Nomenclature.  The  name  of  the 
food  is  “Nonfat  dry  milk”.  If  the  fat 
content  is  over  1  percent  by  weight,  the 
name  of  the  food  on  the  principal  dis¬ 
play  panel  or  panels  shall  be  accom¬ 


panied  by  the  statement  “Contains 

_ %  milkfat”.  the  blank  to  be  filled  in 

with  the  peremtage  to  the  nearest  one- 
tenth  of  1  percent  of  fat  contained, 
within  limits  of  good  manufacturing 
practice.  The  name  of  the  food  shall  in¬ 
clude  a  declaration  of  the  presence  of 
any  (diaracterizing  flavoring,  as  specified 
in  $  101.22  of  this  chapter. 

§  131.127  Nonfat  dry  milk  fortified 
with  vitamins  A  and  D. 

(a)  Description.  Nonfat  dry  milk  for¬ 
tified  with  vitamins  A  and  D  conforms 
to  the  standard  of  identity  for  nonfat 
dry  milk,  except  that  vitamins  A  and  D 
are  added  as  prescribed  by  ptaragraph 

(b)  of  Ihis  section. 

(b)  Vitamin  addition.  (1)  Vitamin  A  is 
added  in  such  quantity  that,  when  pre¬ 
pared  according  to  label  directions,  each 
quart  of  the  reconstituted  product  con¬ 
tains  2000  International  Units  thereof. 

(2)  Vitamin  D  is  added  in  such  quan¬ 
tity  that,  when  prepared  according  to 
label  directions,  each  quart  of  the  recon¬ 
stituted  product  contains  400  Interna¬ 
tional  Units  thereof. 

(3)  The  requirements  of  this  para¬ 
graph  will  be  deemed  to  have  been  met  if 
reasonable  overages,  within  limits  of 
good  manufacturing  practice,  are  present 
to  ensure  that  the  required  levels  of  vita¬ 
mins  are  maintained  throughout  the  ex¬ 
pected  shelf  life  of  the  food  under  cus¬ 
tomary  conditions  of  distribution. 

(c)  Optional  ingredients.  The  follow¬ 
ing  safe  and  suitable  optional  ingredi¬ 
ents  may  be  used: 

( 1 )  Carriers  for  vitamins  A  and  D. 

(2)  Characterizing  flavoring  ingredi¬ 
ents.  with  or  without  coloring,  as  follows : 

(i)  Fruit  and  fruit  juice,  including 
concentrated  fruit  and  fruit  juice. 

(ii)  Natural  and  artificial  food  fla¬ 
voring. 

(d)  Methods  of  analysis.  Referenced 
methods  are  from  “Official  Methods  of 
Analysis  of  the  Association  of  Official 
Analytical  Chemists.”  11th  Ed..  1970.* 

( 1 )  Moisture  content — “Moisture — 
Official  Final  Action,”  section  16.149.* 

(2>  Milkfat  content — “Fat  in  Dried 
Milk — Official  Final  Action,”  sections 
16.156-16.157.* 

(e)  Nomenclature.  The  name  of  the 
food  is  “Nonfat  dry  milk  fortified  with 
vitamins  A  and  D”.  If  the  fat  content  is 
over  l*,i  percent  by  weight,  the  name  of 
the  food  on  the  principal  display  panel 
or  panels  shall  be  acccmipanied  by  the 
statement  “Contains  __%  milkfat”,  the 
blank  to  be  filled  in  to  the  nearest  one- 
tenth  of  1  percent  with  the  percentage 
of  fat  contained  within  limits  of  good 
manufacturing  practice.  The  name  of  the 
food  shall  be  include  a  declaration  of  the 
presence  of  any  characterizing  flavor¬ 
ing.  as  specified  in  S  101.22  of  this 
chapter. 

§131.130  Evaporated  milk. 

(a)  Description.  Evaporated  milk  is 
the  liquid  food  obtained  by  the  partial 
removal  of  wa^er  from  milk.  The  milkfat 
and  total  milk  solids  cmitents  of  the  food 
are  not  less  than  7.5  and  25.5  percent, 
respectively.  Evaporated  milk  contains 
added  vitamin  D  as  prescribed  by  para- 
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graph  (b)  of  this  section.  It  is  homoge¬ 
nized.  It  is  sealed  in  a  container  and  so 
processed  by  heat,  either  before  or  after 
sealing,  as  to  prevent  spoilage. 

(b)  Vitamin  addition.  (1)  Vitamin  D 
shall  be  present  in  such  quantity  that 
each  fluid  ounce  of  the  food  contains  25 
International  Units  thereof  within  lim¬ 
its  of  good  manufacturing  practice. 

(2)  Addition  of  vitamin  A  is  optional. 
If  added,  vitamin  A  shall  be  present  in 
such  quantity  that  each  fluid  ounce  of 
the  food  contains  not  less  than  125  Inter¬ 
national  Units  thereof  within  limits  of 
good  manufacturing  practice. 

(c)  Optional  ingredients.  The  follow¬ 
ing  safe  and  suitable  ingredientl^  may  be 
used: 

(1)  Carriers  for  vitamins  A  and  D. 

(2)  Emulsifiers. 

(3)  Stabilizers,  with  or  without  dioctyl 
sodium  sulfosuccinate  (when  permitted 
by,  and  complying  with  the  provisions  of, 
S  172.810  of  this  chapter)  as  a  solubi¬ 
lizing  agent. 

(4)  Characterizing  flavoring  ingredi¬ 
ents,  with  or  without  coloring,  as  follows: 

(i)  Fruit  and  fruit  juice,  including 
concentrated  fruit  and  fruit  juice. 

(ii)  Natural  and  artificial  food  flavor¬ 
ing. 

(d)  Methods  of  analysis.  Referenced 
methods  are  from  “Official  Methods  of 
Analysis  of  the  Association  of  Official 
Analytical  Chemists,”  11th  Ed.,  1970." 

(1)  Milkfat  content  —  “Pat— Official 
Pinal  Action,”  section  16.129.® 

(2)  Total  milk  solids — “Total  Solids — 
Official  Pinal  Action,”  section  16.127.® 

(3)  Vitamin  D  content — “Vitamin  D 
in  Milk — Official  Final  Action,”  sections 
39.149-39.162.® 

(e)  Nomenclature.  The  name  of  the 
food  is  “Evaporated  milk”.  The  phrase 
“vitamin  D”  or  “vitamin  D  add^,”  or 
“vitamin  A  and  D”  or  “vitamins  A  and  D 
added”,  as  is  appropriate,  shall  immedi¬ 
ately  precede  or  follow  the  name  of  the 
food  wherever  it  appears  on  the  principal 
display  panel  or  panels  of  the  label  in 
letters  not  less  than  one-half  the  height 
of  the  letters  used  in  such  name.  The 
name  of  the  food  shall  include  a  declara¬ 
tion  of  the  presence  of  any  characteriz¬ 
ing  flavoring,  as  specified  in  §  101.22  of 
this  chapter. 

(f)  Label  declaration.  When  used  in 
the  food,  each  of  the  ingredients  specified 
in  paragraphs  (b)  (2)  and  (c)  (2)  and  (3) 
of  this  section  shall  be  declared  on  the 
label  as  required  by  the  applicable  sec¬ 
tions  of  Part  101  of  this  chapter. 

§  131.135  milk. 

(a)  Description.  Lowfat  milk  is  milk 
from  which  sufficient  milkfat  has  been 
removed  to  produce  a  food  having,  within 
limits  of  good  manufacturing  practice, 
one  of  the  follov'ing  milkfat  contents; 
V2,  1.  IV2.  or  2  percent.  Lowfat  milk  Is 
pasteurized  or  ultra-pasteurized,  con¬ 
tains  added  vitamin  A  as  prescribed  by 
paragraph  (b)  of  this  section,  and  con- 


-  Copies  may  be  obtained  from :  Association 
of  Official  Analytical  Chemists,  P.O.  Box  540, 
Benjamin  Franklin  Station,  Washington,  D.C. 
20044. 
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tains  not  less  than  8V^  percent  milk  solids 
not  fat.  Lowfat  milk  may  be  homog¬ 
enized. 

(b)  Vitamin  addition.  (1)  Vitamin  A 
shall  be  present  in  such  quantity  that 
each  quart  of  the  food  contains  not  less 
than  2000  International  Units  thereof 
within  limits  of  good  manufacturing 
practice. 

(2)  Addition  of  vitamin  D  is  optional. 
If  added,  vitamin  D  shall  be  present  in 
such  quantity  that  each  quart  of  the  food 
contains  400  International  Units  thereof 
within  limits  of  good  manufacturing 
practice. 

(c)  Optional  ingredients.  The  follow¬ 
ing  safe  and  suitable  ingredients  may  be 
used: 

(1 )  Carriers  for  vitamins  A  and  D. 

(2)  Concentrated  skim  milk,  nonfat 
dry  milk,  or  other  milk  derived  ingredi¬ 
ents  to  increase  the  nonfat  solids  content 
of  the  food:  Provided,  That  the  ratio  of 
protein  to  total  nonfat  solids  of  the  food, 
and  the  protein  efficiency  ratio  of  all 
protein  present,  shall  not  be  decreased 
as  a  result  of  adding  such  ingredients. 

(3)  When  one  or  more  of  the  optional 
milk  derived  ingredients  in  paragraph 
(c)(2)  of  this  section  are  used,  emulsi¬ 
fiers,  stabilizers,  or  both,  in  an  amount 
not  more  than  2  percent  by  weight  of  the 
solids  in  such  ingredients. 

(4)  Characterizing  flavoring  ingredi¬ 
ents  (with  or  without  coloring,  nutritive 
sw'eetener,  emulsifiers,  and  stabilizers)  as 
follows; 

(i)  Fruit  and  fruit  juice  (including 
concentrated  fruit  and  fruit  juice). 

(ii)  Natural  and  artificial  food  flavor¬ 
ings. 

(d)  Methods  of  analysis.  Referenced 
methods  are  from  “Official  Methods  of 
Analysis  of  the  Association  of  Official 
Analytical  Chemists,”  11th  Ed.,  1970.- 

(1)  Milkfat  content — “Pat,  Roese- 
Gottlieb  Method — Official  Final  Action,” 
section  16.052.® 

(2)  Milk  solids  not  fat  content  (or  total 
nonfat  solids  content) — Calculated  by 
subtracting  the  milkfat  content  from  the 
total  solids  content  as  determined  by  the 
method  “Total  Solids,  Method  I — Official 
Pinal  Action,”  section  16.032.- 

(3)  Vitamin  D  content — “Vitamin  D— 
Official  Final  Action,”  sections  39.149- 
39.162.2 

(e)  Nomenclature.  The  name  of  the 
food  is  “Lowfat  milk”.  The  name  of  the 
food  shall  appear  on  the  label  in  type  of 
uniform  size,  style,  and  color.  The  name 
of  the  food  shall  be  accompanied  on  the 
label  by  a  declaration  indicating  the 
presence  of  any  characterizing  flavoring, 
as  specified  in  §  101.22  of  this  chapter. 

(1)  The  following  terms  shall  accom¬ 
pany  the.  name  of  the  food  wherever  it 
appears  on  the  principal  display  panel 
or  panels  of  the  label  in  letters  not  less 
than  one -half  of  the  height  of  the  letters 
used  in  such  name: 

(i)  The  phrase  “ _ %  milkfat”,  the 

blank  to  be  filled  in  with  the  fraction 

or  multiple  thereof,  to  indicate  the  actual 
fat  content  oi  the  food. 

(ii)  The  phrase  “vitamin  A”  or  “vita¬ 
min  A  added”,  or,  if  vitamin  D  is  added, 
the  phrase  “vitamins  A  and  D  added”. 
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The  word  “vitamin”  may  be  abbreviated 
“Yit.”. 

(Hi)  The  word  “ultra-pasteurized”  if 
the  food  has  been  ultra-pasteurized. 

(iv)  The  phrase  “protein  fortified”  or 
“fortified  with  protein”  if  the  food  con¬ 
tains  not  less  than  10  percent  milk  de¬ 
rived  nonfat  solids. 

(2)  The  following  terms  may  appear 
on  the  label: 

(1)  The  word  “pasteurized”  if  the  food 
has  been  pasteurized. 

(ii)  The  word  “homogenized”  if  the 
food  has  been  homogenized. 

(f)  Label  declaration.  When  ingredi¬ 
ents  are  used  in  the  food  as  specified  in 
paragraphs  (b)(2)  and  (c)(2),  (3),  and 

(4)  of  this  section,  such  ingredients  shall 
be  declared  on  the  label  as  required  by 
the  applicable  sections  of  Part  101  of  this 
chapter  except  that  concentrated  skim 
milk  and  nonfat  dry  milk  may  be  de¬ 
clared  as  “nonfat  milk  solids”. 

§131.145  Skim  milk. 

(a)  Description.  Skim  milk  is  milk 
from  which  sufficient  milkfat  has  been 
removed  to  reduce  its  milkfat  content  to 
less  than  0.5  percent.  Skim  milk  that  is 
in  final  package  form  for  beverage  use 
shall  have  been  pasteurized  or  ultra - 
pasteurized,  shall  contain  added  vitamin 
A  as  prescribed  by  paragraph  (b)  of  this 
section,  and  shall  contain  not  less  than 
8V4  percent  milk  solids  not  fat.  Skim 
milk  may  be  homogenized. 

(b)  Vitamin  addition.  (1)  Vitamin  A 
shall  be  present  in  such  quantity  that 
each  quart  of  the  food  contains  not  less 
than  2000  International  Units  thereof 
within  limits  of  good  manufacturing 
practice. 

(2)  Addition  of  vitamin  D  is  optional. 
If  added,  vitamin  D  shall  be  present  in 
such  quantity  that  each  quart  of  the  food 
contains  400  International  Units  thereof 
within  limits  of  good  manufacturing 
practice. 

(c)  Optional  ingredients.  The  follow¬ 
ing  safe  and  suitable  ingredients  may  be 
used: 

(1)  Carriers  for  vitamins  A  and  D. 

(2)  Concentrated  skim  milk,  nonfat 
dry  milk,  or  other  milk  deriv^  ingredi¬ 
ents  to  increase  the  nonfat  solids  con¬ 
tent  of  the  food:  Provided,  That  the 
ratio  of  protein  to  total  nonfat  solids  of 
the  food,  and  the  protein  efficiency  ratio 
of  all  protein  present,  shall  not  be  de¬ 
creased  as  a  result  of  adding  such  ingre¬ 
dients. 

(3)  When  one  or  more  of  the  optional 
milk  derived  ingredients  in  paragraph 
(c)  (2)  of  this  section  are  used,  emulsi¬ 
fiers,  stabilizers,  or  a  combination  of 
both,  Uj  an  amount  not  more  than  2  per¬ 
cent  by  weight  of  the  solids  in  such  in¬ 
gredients. 

(4)  Characterizing  flavoring  ingredi¬ 
ents  (with  or  without  coloring,  nutritive 
sweetener,  emulsifiers,  and  stabilizers) 
as  follows: 

(1)  Fruit  and  fruit  Juice  (including 
concentrated  fruit  and  fruit  juice) . 

(ii)  Natural  and  artificial  food  flavor¬ 
ing.  - 

(d)  Methods  of  analysis.  Referenced 
methods  are  from  “Official  Methods  of 
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Analysis  of  the  Association  of  Official 
Analytical  Chemists."  11th  Ed..  1970.* 

(1)  Milkfat  content— “Fat,  Roese- 
Gottlieb  Method— Official  Final  Action.” 
section  16.052.* 

<2)  Milk  solids  not  fat  ccmtent  (or 
total  nonfat  solids  content) — Calculated 
by  subtracting  the  milkfat  content  from 
the  total  solids  content  as  determined  by 
the  method  “Total  Solids,  Method  I — 
Official  Final  Action.”  section  16.032.* 

(3)  Vitamin  D  content — “Vitamin  D — 
Official  Final  Action.”  sections  39.149- 
39.162.* 

(e)  Nomenclature.  The  name  of  the 
food  is  “Skim  milk”  or  alternatively 
“Nonfat  milk”.  The  name  of  the  food 
shall  appear  on  the  label  in  type  of  uni¬ 
form  size,  style,  and  color.  The  name  of 
the  food  shall  be  accompanied  on  the 
label  by  a  declaration  indicating  the 
presence  of  any  characterizing  flavoring, 
as  specified  in  $  101.22  of  this  chapter. 

(1)  The  following  terms  shall  accom¬ 
pany  the  name  of  the  food  wherever  it 
appears  on  the  principal  display  panel 
or  panels  of  the  label  in  letters  not  less 
than  one-half  of  the  height  of  the  letters 
used  in  such  name: 

(1)  The  phrase  “vitamin  A”  or  “vita¬ 
min  A  added”,  or,  if  vitamin  D  is  added, 
the  phrase  “vitamins  A  and  D"  or  “vita¬ 
mins  A  and  D  added”.  The  word  “vita¬ 
min”  may  be  abbreviated  “vlt.”. 

(ii)  The  word  “ultra-pasteurized”  if 
the  food  has  been  ultra-pasteurized. 

(iii)  The  phrase  “protein  fortified”  or 
“fortified  with  protein”  if  the  food  con¬ 
tains  not  less  Uian  10  percent  milk  de¬ 
rived  nrnifat  solids. 

(2)  The  following  terms  may  appear 
on  the  label: 

(1)  The  word  “pasteurized”  if  the  food 
has  been  pasteurized. 

(ii)  The  word  “homogenized”  if  the 
food  has  been  homogenized. 

(f)  Label  declaration.  When  used  in 
the  food,  each  of  the  ingredients  speci¬ 
fied  in  parsigraphs  (b)<2)  and  (c)(2), 

(3).  and  (4)  of  this  section  shall  be  de¬ 
clared  on  the  label  as  required  by  the 
applicable  sections  of  Part  101  of  this 
chapter. 

§131.150  Heavy  cream. 

(a)  Description.  Heavy  cream  is  cream 
which  contains  not  less  than  36  percent 
milkfat.  It  is  pasteurized  or  ultra- 
pasteurized,  and  may  be  homogenized. 

(b)  Optional  ingredients.  The  follow¬ 
ing  safe  and  suitable  optional  ingredients 
may  be  used: 

(1)  Emulsifiers. 

(2)  Stabilizers. 

(3)  Nutritive  sweeteners. 

(4)  Characterizing  flavoring  ingredi¬ 
ents  (with  or  without  coloring)  as  fol¬ 
lows: 

(i)  Fruit  and  fruit  Juice  (including 
concentrated  fruit  and  fruit  Juice) . 

(ii)  Natural  and  artificial  food  flavor¬ 
ing. 

(c)  Methods  of  analysis.  The  milkfat 
content  is  determined  by  the  method 


*  Copies  may  be  obtained  from:  Association 
of  (Dfllclal  Analytical  Chemists,  P.O.  Box  540. 
Benjamin  Franklin  Station.  Washington.  D.C. 
20044. 


prescribed  in  “Official  Methods  of  Analy¬ 
sis  of  the  Association  of  Official  Analyti¬ 
cal  Cliemists,”  11th  Ed.,  1970,  section 
16.114  under  “Fat,  Roese-GtottUeb 
Method — Official  Final  Action.”* 

(d)  Nomenclature.  (1)  The  name  of 

the  food  is  “Heavy  cream”  or  alterna¬ 
tively  “Heavy  whipping  cream”.  The 
name  of  the  food  shall  be  accompanied 
on  the  label  by  a  declaration  indicating 
the  presence  of  any  characterizing  fla¬ 
voring,  as  specified  in  S  101.22  of  this 
chapter.  The  following  terms  shall  ac¬ 
company  the  name  of  the  food  wherever 
it  appears  on  the  principal  display  panel 
or  panels  of  the  label  in  letters  not  less 
than  one-half  the  height  of  the  letters 
used  in  such  name :  ' 

(1)  The  word  “ultra-pasteurized”  if 
the  food  has  been  ultra-pasteurized. 

(ii)  The  word  “sweetened”  if  no  char¬ 
acterizing  flavoring  ingredients  are  used, 
but  nutritive  sweetener  is  added. 

(2)  The  following  terms  may  appear 
on  the  label: 

(i)  The  word  “pasteurized”  if  the  f<K)d 
has  been  pasteurized. 

(ii)  The  word  “homogenized”  if  the 
food  has  been  homogenized. 

(e)  Label  declaration.  When  used  in 
the  food,  each  of  the  ingredients  speci¬ 
fied  in  paragraph  (b)  (rf  this  section 
shall  be  declared  on  the  label  as  required 
by  the  applicable  .sections  of  Part  101  of 
this  chapter. 

§  131. 15.5  l.iglil  vrvam. 

(a)  Description.  Light  cream  is  cream 
which  contains  not  less  than  18  percent 
but  less  than  30  percent  milkfat.  It  is 
pasteurized  or  ultra-pasteurized,  and 
may  be  homogenized. 

(b)  Optional  ingredients.  The  follow¬ 
ing  safe  and  suitable  ingredients  may  be 
used: 

( 1 )  Stabilizers. 

(2)  Emulsifiers. 

(3)  Nutritive  sweeteners. 

(4)  Characterizing  flavoring  ingredi¬ 
ents  (w'ith  or  without  coloring)  as  fol¬ 
lows: 

(i)  Fruit  and  fruit  Juice  (including 
concentrated  fruit  and  fruit  Juice). 

(ii)  Natural  and  artificial  food  flavor¬ 
ing. 

(c)  Methods  of  analysis.  The  milkfat 
content  is  determined  by  the  methcxi  pre¬ 
scribed  in  “Official  Methods  of  Analysis 
of  the  Association  of  Official  Analytical 
Chemists,”  11th  Ed.,  1970,  section  16.114 
under  “Fat,  Roese-Oottlieb  Meth(xl — Of¬ 
ficial  Final  Action.”* 

(d)  Nomenclature.  The  name  of  the 
food  is  “Light  cream”,  or  alternatively 
“Coffee  cream”  or  “Table  cream”.  The 
name  of  the  food  shall  be  accompanied 
on  the  label  by  a  declaration  indicating 
the  presence  of  any  characterizing  fla- 
voriiig,  as  specified  in  S  101.22  of  this 
chapter. 

(1)  The  following  terms  shall  accom¬ 
pany  the  name  of  the  food  wherever  it 
appears  on  the  principcd  display  panel 
or  panels  of  the  label  in  letters  not  less 
than  one-half  the  height  of  the  letters 
used  in  such  name: 

(i)  The  word  “ultra-pasteurized”  if 
the  food  has  been  ultra-pasteurized. 


(ii)  The  word  “sweetened”  if  no  char¬ 
acterizing  flavoring  ingredients  are  used, 
but  nutritive  sweetener  is  added. 

(2)  The  following  terms  may  appear 
on  the  label: 

(i)  The  word  “pasteurized”  if  the  food 
has  been  pasteurized. 

(ii)  The  word  “homogenized”  if  the 
f(x>d  has  been  homogenized. 

(e)  Label  declaration.  When  used  in 
the  food,  each  of  the  ingredients  speci¬ 
fied  in  paragraph  (b)  of  this  section  shall 
be  declared  on  the  label  as  required  by 
the  applicable  sections  of  Part  101  of  this 
chapter. 

§  131.157  l.ifclil  whipping  cream. 

(a)  Description.  Light  whiiH>in8  cream 
is  cream  which  contains  not  less  than  30 
percent  but  less  than  36  percent  milkfat. 
It  is  pasteurized  or  ultra-pasteurized, 
and  may  be  homogenized. 

(b)  Optional  ingredients.  The  follow¬ 
ing  safe  and  suitable  optional  ingredients 
may  be  used: 

(1)  Elmulsifiers. 

(2)  Stabilizers. 

(3)  Nutritive  sweeteners. 

(4)  Characterizing  flavoring  ingredi¬ 
ents  (with  or  without  coloring)  as  fol¬ 
lows: 

(i)  Fruit  and  fruit  juice  (including 
concentrated  fruit  and  fruit  juice) . 

(ii)  Natural  and  artificial  food  flavor¬ 
ing. 

(c)  Methods  of  analysis.  The  milkfat 
content  is  determined  by  the  meth(xl  pre¬ 
scribed  in  “Official  Methods  of  Analysis 
of  the  Association  of  Official  Analytical 
Chemists,”  11th  Ed.,  1970,  section  16.114 
under  “Pat,  Roese-Oottlieb  Method — 
Official  Final  Action.”  * 

(d)  Nomenclature.  The  name  of  the 
food  is  “Light  whipping  cretun”  or  al¬ 
ternatively  “Whipping  cream”.  The 
name  of  the  food  shall  be  accompanied 
on  the  label  by  a  declaration  indicating 
the  presence  of  any  characterizing  fla¬ 
voring,  as  specified  in  §  101.22  of  this 
chapter. 

(1)  The  following  terms  shall  accom¬ 
pany  the  name  of  the  food  wherever  it 
appears  on  the  principal  display  panel 
or  panels  of  the  label  in  letters  not  less 
than  one-half  the  height  of  the  letters 
used  in  such  name: 

(1)  The  word  “ultra-pasteurized”  if  the 
food  has  been  ultra-pasteurized. 

(ii)  The  word  “sweetened”  if  no  char¬ 
acterizing  flavoring  ingredients  are  used, 
but  nutritive  sweetener  is  added. 

(2)  The  foUowing  terms  may  appear 
on  the  label: 

(i)  The  word  “pasteurized”  if  the  food 
has  been  pasteurized. 

(ii)  The  word  “homogenized”  if  the 
food  has  been  homogenized. 

(e)  Label  declaration.  When  used  in 
the  food,  each  of  the  ingredients  speci¬ 
fied  in  paragraph  (b)  of  this  section 
shall  be  declared  on  the  label  as  required 
by  the  applicable  secticms  of  Part  101  of 
this  chapter. 

§  131.160  Sourrrram. 

(a)  Description.  Sour  cream  results 
from  the  souring,  by  lactic  acid  produc¬ 
ing  bacteria,  of  pasteurized  cream.  Sour 
cream  contains  not  less  than  18  percent 
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milkfat;  except  that  when  the  food  is 
characterized  by  the  addition  of  nutri¬ 
tive  sweeteners  or  bulky  flavoring  ingre¬ 
dients,  the  weight  of  the  milkfat  is  not 
less  than  18  percent  of  the  remainder  ob¬ 
tained  by  subtracting  the  weight  of  such 
optional  ingredients  from  the  weight  of 
the  food;  but  in  no  case  does  the  food 
contain  less  than  14.4  percent  milkfat. 
Sour  cream  has  a  titratable  acidity  of  not 
less  than  0.5  percent,  calculated  as  lactic 
acid. 

(b)  Optional  ingredients.  (1)  Safe  and 
suitable  ingredients  that  improve  texture, 
prevent  syneresis,  or  extend  the  shelf  life 
of  the  product. 

(2>  Sodium  citrate  in  an  amount  not 
more  than  0.1  percent  may  be  added  prior 
to  culturing  as  a  flavor  precursor. 

(3)  Rennet. 

(4)  Safe  and  suitable  nutritive  sweet¬ 
eners. 

(5)  Salt. 

(6)  Flavoring  ingredients,  with  or 
w'ithout  safe  and  suitable  coloring,  as 
follows: 

(i)  Fruit  and  fruit  juice  (including 
concentrated  fruit  and  fruit  juice) . 

(ii)  Safe  and  suitable  natural  and  ar¬ 
tificial  food  flavoring, 

(c)  Method  of  analysis.  Referenced 
methods  in  paragraphs  (c)  (1)  and  (2) 
of  this  section  are  from  “Official  Meth¬ 
ods  of  Analysis  of  the  Association  of 
Official  Analytical  Chemists,”  11th  Ed., 
1970.’ 

(1)  Milkfat  content — “Fat — Official 

Final  Action,”  section  16.129. 

(2)  Titratable  acidity  —  “Acidity  — 
Official  Final  Action,”  section  16.022. 

(d)  Nomenclature.  Hie  name  of  the 
food  is  “Sour  cream”  or  alternatively 
“Cultured  sour  cream”.  The  full  name  of 
the  food  shall  appear  on  the  principal 
display  panel  of  the  label  in  type  of  uni¬ 
form  siM,  style,  and  color.  The  name  of 
the  food  shall  be  accompanied  by  a  dec¬ 
laration  indicating  the  presence  of  any 
flavoring  that  characterizes  the  product, 
as  specified  in  S  101.22  of  this  chS4>ter.  If 
nutriti'»’e  sweetener  in  an  amount  suffi¬ 
cient  to  characterize  the  food  is  added 
without  addition  of  characterizing  fla¬ 
voring,  the  namehf  the  food  shall  be  pre¬ 
ceded  by  the  word  “sweetened”. 

(e)  Label  declaration.  Each  of  the  in¬ 
gredients  used  in  the  food  shall  be  de¬ 
clared  on  the  label  as  required  by  the 
ain>licable  sections  of  Part  101  of  this 
chapter,  except  that  bacterial  cultures 
may  be  declared  by  the  word  “cultured” 
followed  by  the  name  of  the  substrate, 
e.g.,  “cultured  cream”. 

§  1 .3 1 .1 62  Acidified  M>ur  rrcani. 

(a)  Description.  Acidified  sour  cream 
results  from  the  souring  of  psisteurized 
cream  with  safe  and  suitable  acidifiers, 
with  or  without  addition  of  lactic  acid 
prcxiucing  bacteria.  Acidified  sour  cream 
contains  not  less  than  18  percent  milk¬ 
fat;  except  that  when  the  food  is  char¬ 
acterized  by  the  addition  of  nutritive 
sweeteners  or  bulky  flavoring  ingredi¬ 
ents,  the  weight  of  milkfat  is  not  less 
than  18  percent  of  the  remainder  ob¬ 
tained  by  subtracting  the  weight  of  such 
optional  ingredients  fnmi  the  weight  of 
the  food;  but  in  no  case  does  the  food 


contain  less  thsoi  14.4  percent  milkfat. 
Acidified  sour  cream  has  a  titratable 
acidity  of  not  less  than  0.5  percent,  ced- 
culat^  as  lactic  acid. 

(b)  Optional  ingredients.  (D  Safe  and 
suitable  ingredients  that  improve  tex¬ 
ture,  prevent  s5meresis,  or  extend  the 
shelf  life  of  the  product. 

(2)  Rennet. 

(3)  Safe  and  suitable  nutritive  sweet¬ 
eners. 

(4)  Salt. 

<5)  Flavoring  ingredients,  with  or 
without  safe  and  suitable  coloring,  as 
follows: 

(i)  Fruit  and  fruit  juice,  including 
concentrated  fruit  and  fruit  juice. 

(ii)  Safe  and  suitable  natural  and  ar¬ 
tificial  food  flavoring. 

(c)  Method  of  analysis.  Referenced 
methods  in  paragraph  (c)  (1)  and  (2)  of 
this  section  are  from  “Official  Methods 
of  Analysis  of  the  Association  of  Official 
Analytical  Chemists,”  11th  Ed.,  1970.’ 

(1)  Milkfat  content — “Fat— Official 

Final  Action,”  section  16.129. 

(2)  Titratable  acidity — “Acidity — Offi¬ 
cial  Final  Action,”  section  16.022. 

(d)  Nomenclature.  The  name  of  the 
food  is  “Acidified  sour  cream”.  TTie  full 
name  of  the  food  shall  appear  on  the 
principal  display  panel  of  the  label  in 
type  of  uniform  size,  style,  and  color.  The 
name  of  the  food  shall  be  accompanied 
by  a  declaration  indicating  the  presence 
of  any  flavoring  that  characterizes  the 
product,  as  specified  in  $  101.22  of  this 
chapter.  If  nutritive  sweetener  in  an 
amount  sufficient  to  characterize  the 
food  is  sulded  without  addition  of  char¬ 
acterizing  flavoring,  the  name  of  the 
food  shall  be  preceded  by  the  word 
“sweetened”. 

(e)  Label  declaration.  Each  of  the  in¬ 
gredients  used  in  the  f<x>d  shall  be  de¬ 
clared  on  the  label  as  required  by  the 
applicable  sections  of  Part  101  of  this 
chapter,  except  that  bacterial  cultures 
may  be  declared  by  the  word  “cultured” 
followed  by  the  name  of  the  substrate, 
e.g.,  “cultured  cream”. 

§  131.164  Sour  cream  dressing. 

(a)  Description.  Sour  cream  dressing 
is  made  in  semblance  of  sour  cream 
but  does  not  comply  with  the  standards 
of  identity  for  either  sour  cream  under 
S  131.160  or  acidified  sour  cream  under 
S  131.162.  Sour  cream  dressing  contains 
not  less  than  18  percent  milkfat;  except 
that  when  the  food  is  characterized  by 
the  addition  of  nutritive  sweeteners  or 
bulky  flavoring  ingredients,  the  weight 
of  milkfat  is  not  less  than  18  percent  of 
the  remainder  obtained  by  subtracting 
the  weight  of  such  optional  ingredients 
from  the  weight  of  the  food;  but  in  no 
case  does  the  food  contain  less  than  14.4 
percent  milkfat.  Sour  cream  dressing  has 
a  titratable  acidity  of  not  less  than  0:5 
percent,  calculated  as  lactic  acid.  The 
blend  of  all  ingredients  used  shall  be 
psisteurized,  except  that  volatile  flavor¬ 
ing  substsmees,  etaymes,  bacterisd  cul¬ 
tures,  smd  8u:idifying  agents  may  be 
added  following  pasteurization. 

(b)  Optional  ingredients.  Safe  smd 
suitable  ingredients  may  be  used  in  a 
quantity  not  greater  than  is  restfonably 


required  to  suxiomplish  their  intended 
effect. 

(c)  Method  of  analysis.  Referenced 
methods  in  psutigraph  (c)  (1)  sind  (2)  of 
this  section  are  from  “Official  Methods  of 
Analysis  of  the  Ass(x:iation  of  Official 
Analytical  Chemists,”  11th  Ed.,  1970.* 

(1)  Milkfat  content — “Fat — Official 
Final  Action,”  section  16.129. 

(2)  Titratsible  SMiidity — “Acidity — Of¬ 
ficial  Final  Action,”  section  16.022. 

(d)  Nomenclature.  The  name  of  the 
food  is  “Sour  cream  dressing”.  The  full 
name  of  the  food  shall  appear  on  the 
principal  display  panel  of  the  label  in 
type  of  uniform  si2e,«tvle,  and  color.  The 
name  of  the  food  shsdl  be  accompanied 
by  a  declaration  indicating  the  presence 
of  any  flavoring  that  characterizes  the 
product,  as  specified  in  §  101.22  of  this 
chapter.  If  nutritive  sweetener  in  an 
amount  sufficient  to  characterize  the 
food  is  added  without  addition  of  char¬ 
acterizing  flavoring,  the  name  of  the 
food  shall  be  preceded  by  the  word 
“sweetened”.  _ 

(e)  Label  declaration.  Each  of  the  in¬ 
gredients  u.sed  in  the  food  shall  be  de¬ 
clared  on  the  label  as  required  by  the 
applicable  sections  of  Part  101  of  this 
chapter,  except  that: 

(1)  Bacterial  cultures  may  be  de¬ 
clared  by  the  word  "cultured”  followed 
by  the  name  of  the  substrate,  e  g.,  “cul¬ 
tured  cream”. 

(2)  Concentrated  skim  milk,  nonfat 
dry  milk,  and  reconstituted  skim  milk 
prepared  by  addition  of  water  to  con¬ 
centrated  skim  milk  or  nonfat  dry  milk 
may  be  declared  as  “skim  milk”. 

(3)  Concentrated  milk,  dry  whole 
milk,  and  reconstituted  milk  prepared 
by  addition  of  water  to  concentrated 
milk  or  dry  whole  milk  may  be  declared 
as  “milk”. 

(4)  Sweet  cream  buttermilk,  concen¬ 
trated  sweet  cream  buttermilk,  and  dried 
sweet  cream  buttermilk,  may  be  declared 
as  “buttermilk”. 

(5)  Cheese  whey,  concentrated  cheese 
whey,  and  dried  cheese  whey  may  be  de¬ 
clared  as  “whey”. 

Note. — 5  131.164  (formerly  $  18.570)  was 
stayed  In  Its  entirety  at  40  PR  18649',  Apr.  29. 
1975. 

§  131.180  Half-and-half. 

(a)  Description.  Half-and-half  is  the 
food  consisting  of  a  mixture  of  milk  and 
cream  which  contains  not  less  than  10.5 
percent  but  less  than  18  percent  milkfat. 
It  is  pasteurized  or  ultra -pasteurized, 
and  may  be  homogenized. 

(b)  Optional  ingredients.  The  follow¬ 
ing  safe  and  suitable  optional  ingredients 
may  be  used: 

(1)  Emulsifiers. 

(2)  Stabilizers. 

(3)  Nutritive  sweeteners. 

(4)  Characterizing  flavoring  ingredi¬ 
ents  (with  or  without  coloring)  as 
follows: 

(i)  Fruit  and  fruit  juice  (including 
concentrated  fruit  and  fruit  juice) . 

(ii)  Natural  and  artificial  food  flavor¬ 
ing. 

(c)  Methods  of  analysis.  The  milkfat 
content  is  determined  by  the  method 
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prescribed  In  ‘'Official  Methods  of  Analy¬ 
sis  of  the  Association  of  Official  Analyt¬ 
ical  Chemists,”  11th  Ed.,  1970,  section 
16.114  under  “Fat,  Roese-Gottlleb  Meth¬ 
od — Official  Final  Action.”  * 

(d)  Nomenclature.  The  name  of  the 
food  is  “Half-and-half”.  The  name  of 
the  food  Shan  be  accompanied  on  the 
label  by  a  declaration  indlcatlner  the  pres¬ 
ence  of  any  characterizing  flavoring,  as 
specified  In  f  101.22  of  this  chapter. 

(I)  The  following  terms  shaU  accom¬ 
pany  the  name  of  the  food  wherever  It 
appears  on  the  principal  display  panel  or 
panels  of  the  label  in  letters  not  less 
than  one-half  the  height  of  the  letters 
used  in  such  name: 

(1) ,The  word  “ultra-pasteurized”  if  the 
food  has  been  ultra-pa^urlzed. 

(II)  The  word  "sweetened”  if  no  char¬ 
acterizing  flavor  Ingredients  are  used,  but 
nutritive  sweetener  Is  added. 

(2)  The  foUowlng  terms  may  appear  on 
the  label: 

(1)  The  word  “pasteurized”  if  the  food 
has  been  pasteurized. 

(11)  The  word  “homogenized”  if  the 
food  has  been  homogenized. 

(e)  Labei  declaration.  When  used  in 
the  food,  each  of  the  ingredients  speci¬ 
fied  In  paragraph  (b)  of  this  section 
shall  be  declared  on  the  label  as  required 
by  the  applicable  sections  of  Part  101  of 
this  chapter. 

§131.185  Sour  half-and-half. 

(a)  Description.  Sour  half-and-half 
results  from  the  souring,  by  lactic  acid 
producing  bacteria,  of  pasteurized  half- 
and-half.  Soiu:  half-and-half  contains 
not  less  than  lO.S  percent  but  less  than 
18  percent  mllkfat;  except  that  when  the 
food  Is  characterized  by  the  addition  of 
nutritive  sweeteners  or  bulky  flavoring 
ingredients,  the  weight  of  mllkfat  Is  not 
less  than  10.5  percent  of  the  remainder 
obtained  by  subtracting  the  weight  of 
such  optional  Ingredients  from  the 
weight  of  the  food:  but  In  no  case  does 
the  food  contain  less  than  8.4  percent 
mllkfat.  Sour  half-and-half  has  a  tltrat- 
able  acidity  of  not  less  than  0.5  percent, 
calculated  as  lactic  acid. 

(b)  Optional  ingredients.  (1)  Safe  and 
suitable  Ingredients  that  Improve  texture, 
prevent  syneresls,  or  extend  the  shelf 
life  of  the  product. 

(2)  Sodliim  citrate  in  an  amount  not 
more  than  0.1  percent  may  be  added 
prior  to  culturing  as  a  flavor  preciusor. 

(3)  Rennet. 

(4)  Safe  and  suitable  nutritive 
sweeteners. 

(5)  Salt. 

(6)  Flavoring  ingredients,  with  or 
without  safe  and  suitable  coloring,  as 
follows: 

(I)  Fruit  and  fruit  Juice,  Including 
concentrated  fruit  and  fruit  Juice. 

(II)  Safe  and  suitable  natural  and 
artificial  food  flavoring. 

(c)  Method  of  analysis.  Referenced 
methods  in  paragraph  (c)  (1)  and  (2)  of 
this  section  are  from  “Official  Methods 
of  Analsrsls  of  the  Association  of  Official 
Analytical  Chemists.”  11th  Ed.,  1970.* 

(1)  MHkfat  content — “P^t — Official 
Final  Action."  i  16.129, 


(2)  Titratable  acidity — “Acidity — Offi¬ 
cial  Final  Action,”  section  16.022. 

(d)  Nomenclature.  The  name  of  the 
food  Is  “Sour  half-and-half”  or  alterna¬ 
tively  “Chiltured  sour  half-and-half”. 
The  full  name  of  the  food  shall  appear  cm 
the  principal  display  panel  of  the  label 
in  type  of  imiform  size,  style,  and  color. 
The  name  of  the  food  shall  be  accom¬ 
panied  by  a  declaration  Indicating  the 
presence  of  any  flavoring  that  character¬ 
izes  the  product,  as  specified  in  §  101.22 
of  this  chapter.  If  nutritive  sweetener  in 
an  amount  sufiBcient  to  characterize  the 
food  Is  added  without  addition  of  char¬ 
acterizing  flavoring,  the  name  of  the 
food  shall  be  preceded  by  the  word 
“sweentened”. 

(e)  Label  declaration.  Each  of  the 
ingredients  used  in  the  food  shall  be 
declared  on  the  label  as  required  by  the 
applicable,  sections  at  Part  101  of  this 
chapter,  except  that  bacterial  cultures 
may  be  declared  by  the  wmrd  “cultured” 
followed  by  the  name  of  the  substrate, 
e.g.,  “cultxired  cream”. 

§  131.187  Acidified  mmu*  half-and-half. 

(a)  Description.  Acidified  sour  half- 
and-half  results  from  the  soaring  of  pas¬ 
teurized  half-and-half  with  safe  smd 
suitable  acidiflers,  and  with  or  without 
additi(m  of  lactic  acid  producing  bac¬ 
teria.  Acidified  sour  half-and-half  con¬ 
tains  not  less  than  10.5  percent  but  less 
than  18  percent  mllkfat;  except  that 
when  the  food  Is  characterized  by  the 
addition  of  nutritive  sweeteners  or  bulky 
flavoring  ingredients,  the  weight  of  milk- 
fat  is  not  less  that  10.5  percent  of  the 
remainder  Obtained  by  subtracting  the 
weight  of  such  optional  Ingredients  from 
the  weight  of  the  food;  but  in  no  case 
does  the  food  cmitaln  less  than  8.4  per¬ 
cent  mllkfat.  Acidified  sour  half-and- 
half  has  a  titratable  acidity  of  not  less 
than  0.5  percent,  calculated  as  lactic 
acid. 

(b)  Optional  ingredients.  (1)  Safe  and 
suitable  Ingredients  to  improve  texture, 
prevent  syneresls.  or  extend  the  shelf 
life  of  the  product. 

(2)  Rennet. 

(3)  Safe  and  suitable  nutritive  sweet¬ 
eners. 

(4)  Salt. 

(5)  Flavoring  ingredients,  with  or 
without  safe  and  suitable  coloring,  as 
follows; 

(I)  Fruit  and  fruit  Juice,  Including 
concentrated  fruit  and  fruit  Juice. 

(II)  Safe  and  suitable  natural  and 
artificial  food  flavoring. 

(c)  Methods  of  analysis.  Referenced 
methods  In  paragraph  (c)(1)  and  (2) 
oi  this  section  are  from  “Official  Meth¬ 
ods  of  Analysis  of  the  Asaoclatlmi  of  Of¬ 
ficial  Analytical  Chemists,”  11th  Ed., 
1970.* 

(1)  Mllkfat  cmtent — “Fat — Official 
Final  Acticm.”  section  16.129. 

(2)  Titratable  acidity — ^“Acidity — Of¬ 
ficial  Final  Action,”  section  16.022. 

(d)  Nomenclature.  The  name  ci  the 
food  is  "Acidified  sour  half-and-half”. 
The  fxiU  name  of  the  food  shall  appear 
on  the  principal  display  panel  of  the 


label  in  type  (A  uniform  size,  style,  and 
color.  The  name  of  the  food  shall  be 
accompanied  by  a  declaration  Indicating 
the  presence  of  any  flavoring  that  char¬ 
acterizes  the  product,  as  specified  In 
§  101.22  of  this  chapter.  If  nutritive 
sweetener  in  an  amount  sufficient  to 
characterize  the  food  is  added  without 
addition  of  characterizing  flavoring,  the 
name  (rf  the  food  shall  be  preceded  by 
the  word  “sweetened”. 

(e)  Label  declaration.  Each  of  the 
ingredients  used  in  the  food  shall  be 
declared  on  the  label  as  required  by  the 
applicable  secti(His  of  Part  101  of  this 
chapter,  except  that  bacterial  cultures 
may  be  declared  by  the  word  “cultured” 
followed  by  the  name  of  the  substrate, 
e.g.,  “cultured  cream”. 

§  131.189  Sour  half-and-half  dieting. 

(a)  Description.  Sour  half-and-half 
dressing  is  made  in  semblance  cl  sour 
hfjf-and-half,  but  does  not  comply  with 
the  standards  of  Identity  for  either  sour 
half-and-half  under  f  131.185  or  acldi- 
fled  sour  half-and-half  under  S  131.187. 
Sour  half-smd-half  dressing  contains 
not  less  than  10.5  percent  but  less  than 
18  percent  mllkfat;  exc^t  that  when  the 
food  is  characterized  by  the  addition  of 
nutritive  sweeteners  or  bulky  flavoring 
ingredients,  the  weight  of  mllkfat  is  not 
less  than  10.5  percent  of  the  remainder 
obtained  by  subtracting  the  weight  of 
such  opikmal  Ingredients  frcun  the 
weight  of  the  food;  but  in  no  case  does 
the  food  contain  less  than  8.4  percent 
mllkfat.  Sour  half-and-half  dressing  has 
a  titratable  acidity  of  noi  less  than  0.5 
percent,  calculated  as  lactic  acid.  The 
blend  of  all  Ingr^ents  used  shall  be  pas¬ 
teurized,  except  that  volatile  flavoring 
substances,  enzymes,  bacterial  cultures, 
and  acidifying  agents  may  be  added  fol¬ 
lowing  pasteiuizatlon. 

(b)  Optional  ingredients.  Safe  and 
suitable  ingredients  may  be  used  In  a 
quantity  not  greater  than  is  reasonably 
required  to  accomplish  their  Intended 
effect. 

(c)  Method  of  analysis.  Referenced 
methods  in  paragraph  (c)  (1)  and  (2)  of 
this  section  are  from  “Official  Methods 
of  Analysis  of  the  Association  of  Official 
Analytical  Chemists,"  11th  Ed.,  1970.* 

(1)  Mllkfat  content — “Fat — Official 

Final  Action,”  section  16.129. 

(2)  Titratable  acidity — "Acidity — Of¬ 
ficial  Final  Action,”  section  16.022. 

(d)  Nomenclature.  The  name  of  the 
food  is  “Sour  half-and-half  dressing”. 
The  full  name  of  the  food  shall  appear 
on  the  principal  display  panel  of  the 
label  bi  tjrpe  ol  uniform  size,  style,  and 
color.  The  name  of  the  food  shall  be  ac¬ 
companied  by  a  declaration  Indicating 
the  presence  of  any  flavoring  that  char¬ 
acterizes  the  product,  as  specified  in 
§  101.22  of  this  chapter.  If  nuUitive 
sweetener  in  an  amount  sufficient  to 
characterize  the  food  is  added  without 
addition  of  characterizing  flavoring,  the 
name  of  the  food  shall  be  preceded  by 
the  word  “sweetened”. 

(e)  Label  declaration.  Each  of  the  in¬ 
gredients  used  in  the  food  shall  be  de¬ 
clared  on  the  label  as  required  by  the 
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appllcs^le  sectlCHis  of  Part  101  of  this 
chapter,  except  that: 

(1)  Bactoial  cultures  may  be  declared 
by  the  word  “cultured”  followed  by  the 
name  of  the  substrate,  e.g.,  “cultured 
ci^m”. 

(2)  Concentrated  skim  milk,  nonfat 
dry  milk,  and  reconstituted  skim  milk 
prepared  by  addition  of  water  to  con¬ 
centrated  skim  milk  or  nonfat  dry  milk 
may  be  declared  as  “skim  milk”. 

(3)  Ccmcentrated  milk,  drj’  whole 
milk,  and  reconstituted  milk  prepared  by 
addition  of  water  to  concentrated  milk 
or  dry  whole  milk  may  be  declared  as 
“milk”. 

(4)  Sweet  cream  buttermilk,  concen¬ 
trated  sweet  cream  buttermilk,  and  dried 
sweet  cream  buttermilk  may  be  declared 
as  “buttermilk". 

(5)  Cheese  whey,  concentrated  cheese 
whey,  and  dried  cheese  whey  may  be 
declared  as  “whey”. 


•  PART  133— CHEESES  AND  RELATED 
CHEESE  PRODUCTS 

Subpart  A — Gafwral  Provisions 

Sec. 

133.3  Definitions. 

133.10  Notice  to  manufacturers,  packers, 
and  distributors  of  pasteurized 
blended  cheese,  pasteurized  proc¬ 
ess  cheese,  cheese  food,  cheese 
spread,  and  related  foods. 

Subpart  B — Requirements  for  Specific  Standard¬ 
ized  Cheese  and  Related  Cheese  Products 

133.102  Aslago  fresh  and  asiaga  soft  cheese. 

133.103  Aslago  medliun  cheese. 

133.104  Aslago  old  cheeee. 

133.106  Blue  cheese. 

133.108  Brick  cheese. 

133.109  Brick  cheese  tar  manufacturing. 
133.111  Caciocavallo  sicUlano  cheeee. 

133.113  Cheddar  cheese.  « 

133.114  Cheddar  cheeee  for  manufacturing. 
133.116  Low  sodliun  Cheddar  cheeee. 

133.118  Colby  cheese. 

133.119  Ckdby  cheese  for  manufacturing. 
133.121  Low  sodium  oolby  cheese. 

133.123  C<fid-pack  and  club  cheese. 

133.124  Cold-pack  cheese  food. 

133.125  Cold-pack  cheese  food  with  fruits. 

vegetables,  or  meats. 

133.127  Cook  cheese,  koch  kaese. 

133.128  Cottage  cheeee. 

133.129  Dry  ctird  cottage  cheese. 

133.131  Lowfat  cottage  cheese. 

133.133  Cream  cheese. 

133.134  Cream  cheese  with  other  foods. 

133.136  Washed  curd  and  soaked  curd 

cheese. 

133.137  Washed  curd  cheese  for  manufac¬ 

turing. 

133.138  Edam  cheese. 

133.140  Oammelost  cheese. 

133.141  Gorgonzola  cheese. 

133.142  Gouda  cheese. 

133.144  Granular  and  stirred  curd  cheese. 

133.145  Granular  cheese  for  maniifacturing. 

133.146  Grated  cheeses. 

133.147  Grated  American  cheese  food. 

133.148  Hard  grating  cheeses. 

133.149  Gruyere  cheese. 

133.150  Hard  cheeses. 

133.152  Limburger  cheese. 

133.153  Monterey  cheese  and  monterey  Jack 

cheese. 

133.154  Hlgh-molsture  Jack  cheese. 

133.155  Mozzarella  cheese  and  scamorza 

cheese. 

133.156  Low-moisture  mozzarella  and  sca¬ 

morza  cheeee. 

133.157  Part-sklm  mozzarella  and  scamorza 

cheese. 


FEDERAL 


Sec. 

133.158 

133.160 

133.161 

133.162 

133.164 

133.165 

133.167 

133.168 

133.169 
133  170 

133.171- 

133.173 

133.174 

133.175 

133.176 

133.178 

133.179 

133.180 

133.181 

183.182 

133.183 

133.184 


133.186 

133.186 

133.187 

133.188 

133.189 

133.190 

133.191 
133.193 

133.195 

133.196 


Low-moisture  part-sklm  mozzarella 
and  scamorza  cheese. 

Muenster  and  munster  cheese. 

Muenster  and  munster  cheese  for 
manufacturing . 

Neufchatel  cheese. 

Nuworld  cheese. 

Parmesan  and  regglano  cheese. 

Pastetu-lzed  blended  cheese. 

Pasteurized  blended  cheese  with 
fruits,  vegetables,  or  meats. 

Pasteurized  process  cheese. 

Pasteurized  process  cheese  with 

fruits,  vegetables,  or  meats. 

Pasteurized  process  pimento  cheese. 

Pasteurized  process  cheese  food. 

Pasteurized  process  cheese  food  with 
fruits,  vegetables,  or  meats. 

Pasteurized  cheese  spread. 

Pasteurized  cheese  spread  with 
fruits,  vegetables,  or  meats. 

Pasteurized  neufchatel  cheese 
spread  with  other  foods. 

Pasteurized  process  cheese  spread. 

Pasteurized  process  cheese  spread 
with  fruits,  vegetables,  or  meats. 

Provolone  and  pasta  filata  cheese. 

Soft  ripened  cheeses. 

Romano  cheese. 

Roquefort,  sheep's  milk  blue-mold, 
and  blue-mold  cheese  flrom 

sheep’s  milk. 

Samsoe  cheese. 

Sap  sago  cheese. 

Semlsoft  cheeses. 

Semlsoft  part-sklm  cheeses. 

Skim  milk  cheese  for  manufactur¬ 
ing. 

Spiced  cheeses. 

Part-sklm  spiced  cheeses. 

Spiced,  flavored  standardized 

cheeses. 

Swiss  and  emmentaler  cheese. 

Swiss  cheese  for  manufacturing. 


ArTTHORiTT:  Secs.  401,  701,  62  Stat.  1046  as 
amended,  1055-1056  as  amended  (31  Tl.S.C. 
341,  371)  unless  otherwise  indicated. 

Subpart  A-r-General  Provision* 

§  133.3  Definitions. 


For  the  purposes  of  this  part,  the 
phrase  “safe  and  suitable"  when  used  to 
describe  Ingredients  of  cheese  or  cheese 
products  means  that  such  Ingredients 
shall  be  functionally  suitable  substances 
that  are  not  food  additives  as  defined  in 
section  201  (s)  of  the  Federal  Food,  Drug, 
and  Cosmetic  Act;  or  if  they  are  food 
additives  as  so  defined,  they  shall  be 
used  in  conformity  with  regulations  es¬ 
tablished  pursuant  to  section  409  of  the 
act. 


§  133.10  Notice  to  manufarturero,  pack¬ 
ers,  and  distributors  of  pasteurized 
blended  cheese,  pasteurized  process 
cheese,  cheese  food,  cheese  spread, 
and  related  foods. 

(a)  Definitions  and  standards  of  iden¬ 
tity  have  recently  been  promulgated 
under  the  authority  of  the  FWeral  Food, 
Drug,  and  Cosmetic  Act  for  a  number  of 
foods  made  in  part  from  cheese,  includ¬ 
ing  pasteurized  process  cheese;  pasteur¬ 
ized  process  cheese  with  fruits,  vegeta¬ 
bles.  or  meats;  pasteurized  blended 
cheese;  pasteurized  process  cheese  food; 
pasteurized  process  cheese  spread,  and 
related  foods.  These  standards  pre¬ 
scribe  the  name  for  each  such  food.  The 
act  requires  that  this  name  appear  on 
the  label.  Many  of  these  names  consist 
of  several  words.  In  the  past  it  has  been 
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the  practice  of  some  manufacturers  to 
subordinate  the  words  “pasteinized,” 
“blended,”  “process.”  “food,”  and 
“spread”  to  give  imdue  prominence  to 
the  word  “cheese”  and  to  words  naming 
the  variety  of  cheese  involved. 

(b)  ytThen  placing  the  names  of  these 
foods  on  labels  so  as  to  comply  with  the 
requirem«its  of  section  403  (a),  (f),  and 
(g)  of  the  act,  all  the  words  forming  the 
name  specified  by  a  definition  and  stand¬ 
ard  of  identity  should  be  given  equal 
prominence.  This  can  readily  be  ac¬ 
complished  by  printing  the  specified 
name  of  the  food  in  letters  of  the  same 
size,  color,  and  style  of  type,  and  with 
the  same  background. 

(c)  Where  the  names  of  optional  in¬ 
gredients  are  required  to  appear  on  the 
label,  the  designations  of  all  such  in¬ 
gredients  should  be  given  equal  prom¬ 
inence.  ITie  names  of  the  optional 
ingredients  should  appear  prominently 
and  conspicuously  but  should  not  be  dis¬ 
played  \^th  greater  prominence  than 
the  name  of  the  food.  The  word  “con¬ 
tains”  may  precede  the  names  of  the 
optional  ingredients,  and  when  so  used 
will  not  be  considered  as  intervening 
printed  matter  between  name  of  food 
and  name  of  optional  ingredients  re¬ 
quired  to  be  placed  on  the  label. 

(d)  Where  a  manufacturer  elects  to 
include  a  label  statement  of  fat  and 
moisture  content,  the  declaration  should 
be  on  the  basis  of  the  food  as  marketed. 
A  fat  declaration  on  a  moistiu'e-free 
basis  is  likely  to  be  misleading,  and 
should  not  be  used  in  labeling. 

Subpart  B — Requirements  for  Specific 
Standardized  Cheese  and  Related  Pr^ucts 

§  133.102  .Atiiago  fretth  and  ai«iago  ttofl 
cheese. 

(a)  Asiago  fresh  cheese,  asiago  soft 
cheese,  is  the  food  prepared  from  milk 
and  other  ingredients  specified  in  this 
section,  by  the  procedure  set  forth  in 
paragraph  (b)  of  this  section,  or  by 
another  procedure  which  produces  a 
finished  cheese  having  the  same  physical 
and  chemical  properties  as  the  cheese 
produced  when  the  procedure  set  forth 
in  paragraph  (b)  of  this  section  is  used. 
It  contains  not  more  than  45  percent  of 
moisture,  and  its  solids  contain  not  less 
than  50  percent  of  milk  fat,  as  deter¬ 
mined  by  the  methods  prescribed  in 
§  133.113Cc> .  It  is  cured  for  not  less  than 
60  days. 

<b)  Milk  which  may  be  pasteurized 
or  clarified  or  both,  and  which  may  be 
warmed,  is  subject^  to  the  action  of 
harmless  lactic-acid  producing  bacteria, 
present  in  such  milk  or  added  thereto. 
Harmless  artificial  blue  or  green  color¬ 
ing  in  a  quantity  which  neutralizes  any 
natural  yellow  coloring  in  the  curd  may 
be  added.  SufiBcient  rennet,  or  other  safe 
and  suitable  milk-clotting  enzyme  that 
produces  equivalent  curd  formation,  or 
both,  with  or  without  purified  calciiun 
chloride  in  a  quantity  not  more  than  0.02 
percent  (calculated  as  anhydrous  calci¬ 
um  chloride)  of  the  weight  of  the  milk,  is 
added  to  set  the  milk  to  a  semisolid  mass. 
The  mass  is  cut,  stirred,  and  heated  to 
promote  and  regulate  separation  of  the 
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whey  from  the  curd.  The  whey  Is 
drained  off.  When  the  curd  is  sufficient¬ 
ly  firm  it  Is  removed  from  the  kettle  or 
vat.  further  drained  for  a  short  time, 
packed  into  hoops,  and  pressed.  The 
pressed  curd  is  salt^  in  brine  and  cured 
in  a  well-ventilated  room.  During  cur¬ 
ing  the  surface  of  the  cheese  is  occasion¬ 
ally  rubbed  with  a  vegetable  oil.  A 
harmless  preparation  of  enzymes  of 
animal  or  ^ant  origin  capable  of  aiding 
in  the  curing  or  development  of  flavor 
of  asiago  fresh  cheese  may  be  added 
during  the  procedure  in  such  quantity 
that  the  weight  of  the  solids  of  such 
preparation  is  not  more  than  0.1  percent 
of  ^e  weight  of  the  milk  used. 

(c) (1)  For  the  purposes  of  this 'sec¬ 
tion,  the  word  “milk”  means  cow’s  milk, 
which  may  be  adjusted  by  separating 
part  of  the  fat  therefrom  or  by  adding 
thereto  one  or  more  of  the  following: 
Cream,  skim  milk,  concentrated  skim 
milk,  nonfat  dry  milk,  water  in  a  quan¬ 
tity  sufficioit  to  reconstitute  any  con¬ 
centrated  skim  milk  or  nonfat  dry  milk 
used. 

(2)  Such  milk  may  be  bleached  by  the 
use  of  benzoyl  peroxide  or  a  mixture  of 
benzoyl  peroxide  with  potassium  alum, 
calcium  sulfate,  and  magnesium  carbon¬ 
ate:  but  the  weight  of  the  benzoyl  per¬ 
oxide  is  not  more  than  0.002  percent  of 
the  weight  of  the  milk  bleached,  and  the 
weight  of  the  potassium  alum,  calcium 
sulfate,  and  magnesium  carbonate, 
singly  or  combined,  is  not  more  than  six 
times  the  weight  of  the  benzoyl  peroxide 
used.  If  milk  is  bleached  in  this  manner, 
sufficient  vitamin  A  is  added  to  the  curd 
to  compensate  for  the  vitamin  A  or  its 
precursors  destroyed  in  the  bleaching 
process,  and  artificial  coloring  is  not 
used. 

(d)  Asiago  fresh  cheese  in  the  form  of 
slices  or  cuts  in  consumer-sized  packages 
may  contain  an  (^tlonal  mold-inhibiting 
Ingredient  consisting  of  sorbic  acid,  po¬ 
tassium  sorbate,  sodium  sorbate,  or  any 
combination  of  two  or  more  of  these,  in 
an  amount  not  to  exceed  0.3  percent  by 
weight,  calculated  as  sorbic  acid. 

(e)  (1)  (i)  If  asiago  fresh  cheese  in 

sliced  or  cut  form  contains  an  optional 
mold-inhibiting  ingredient  as  specified 
in  paragraph  (d)  of  this  section,  the  la¬ 
bel  shall  bear  the  statemeht  “ _ 

added  to  retard  mold  growth”  or  “ _ 

_ added  as  a  preservative”,  the  blank 

being  flUed  in  with  the  common  name  or 
names  of  the  mold-inhibKlng  ingredient 
or  ingredients  used.  * 

(il)  If  the  milk  is  bleached,  the  label 
shall  bear  the  statement  “Milk  bleached 
with  benzoyl  peroxide”. 

(2)  Wherever  the  name  of  the  food 
appears  on  the  label  so  conspicuously  as 
to  be  easily  seen  imder  customary  con¬ 
ditions  of  purchase,  the  statement  speci¬ 
fied  in  this  section,  showing  the  optional 
ingredient  used,  shall  immediate  and 
conspicuously  precede  or  foUoW  such 
name,  without  Intervening  written, 
prints,  or  graphic  matter. 

§  133.103  Asiago  mediam  cheese. 

Asiago  medium  cheese  conforms  to  the 
definition  wid  standard  of  identity  and 


is  subject  to  the  requirements  for  label 
statement  of  optional  Ingredients  pre¬ 
scribed  by  1  133.102  for  asiago  fresh 
cheese,  except  that  it  ccmtains  not  more 
than  35  percent  moisture,  its  solids  con¬ 
tain  not  less  than  45  percent  of  milk  fat. 
and  it  is  cured  for  not  less  than  6 
months. 

§  133.104  .\.<ia|to  old  rhccsc. 

Asiago  old  cheese  conforms  to  the 
definition  and  standard  of  identity  and 
is  subject  to  the  requirements  for  label 
statement  of  optional  ingredients  pre¬ 
scribed  by  i  133.102  for  asiago  fresh 
cheese,  except  that  it  contains  not  more 
than  32  percent  moisture,  its  solids  con¬ 
tain  not  less  than  42  percent  of  milk  fat, 
and  it  is  cured  for  not  less  than  1  year. 

§133.106  Bluecke<«c. 

(a)  Blue  cheese  is  the  food  prepared 
from  milk  and  other  ingredients  speci¬ 
fied  in  this  section,  by  the  procedure  set 
forth  in  paragraph  (b)  of  this  section,  or 
by  another  procedure  which  produces  a 
finished  cheese  having  the  same  physical 
and  chemical  properties  as  the  cheese 
produced  when  the  procedure  set  forth 
in  paragraph  (b)  of  this  section  ig  used. 
It  is  characterized  by  the  presence  of 
bluish-green  mold  throughout  the 
cheese.  It  contains  not  more  than  46 
percent  moisture,  smd  its  solids  contain 
not  less  than  50  i>ercent  of  milk  fat.  as 
determined  by  the  methods  prescribed 
in  S  133.113(c).  It  is  not  less  than  60 
days  old. 

(b)  Milk,  which  may  be  pasteurized 
or  clarified  or  both,  which  may  be 
warmed,  and  which  may  be  homogenized, 
is  subjected  to  the  action  of  harmless 
lactic-acid  producing  bacteria,  present  in 
such  milk  or  added  thereto.  Harmless 
artlflclsd  green  or  blue  coloring  in  a 
quantity  which  neutralizes  any  natural 
yellow  coloring  in  the  curd  may  be  added. 
Sufficient  rennet,  or  other  safe  and  suit¬ 
able  milk-clotting  enzyme  that  produces 
equivalent  curd  formation,  or  both,  with 
or  without  purified  calcium  chloride  in 
a  quantity  not  more  than  0.02  percent 
(calculated  as  anhydrous  calcium  chlo¬ 
ride)  of  the  weight  of  the  milk,  is  added 
to  set  the  milk  to  a  semisolid  mass.  The 
mass  is  cut  into  smaller  portions  and  al¬ 
lowed  to  stsmd  for  a  time.  The  mixed  curd 
and  whey  is  placed  in  forms  permitting 
further  drainage.  While  being  placed  in 
forms,  spores  of  the  mold  PeniciUium 
roQuefortii  are  added.  The  forms  are 
turned  several  times  during  drainage. 
When  sufficiently  drained,  the  shaped 
ciird  is  removed  from  the  forms  and 
salted  with  dry  salt  or  brine.  Perfora¬ 
tions  are  then  made  in  the  shaped  curd, 
and  it  is  held  at  a  temperature  of  I4>- 
proxlmately  50*  P,  at  90  to  95  percent 
relative  hiunidlty.  until  the  characteris¬ 
tic  mold  growth  has  developed.  During 
storage  the  surface  o<  the  cheese  may  be 
scraped  to  remove  surface  growth  of  un- 
dedrable  mjcroorgantsms  The  rind  of 
the  cheese  may  be  coated  with  a  vege¬ 
table  food  fat  or  oil  (which  may  be  hy¬ 
drogenated).  or  any  combination  of  two 
or  more  such  articlea.  A  harmless 
preparation  of  enzinnes  of  animal  or 
plant  origin  ci4>able  of  aiding  in  the  cur¬ 


ing  or  development  of  flavor  of  blue 
cheese  may  be  added  during  the  proce¬ 
dure.  in  such  quantity  that  the  weight  of 
the  solids  of  such  preparation  is  not  more 
than  0.1  percent  of  the  weight  of  the 
milk  used. 

(c)  Pot  the  purposes  of  this  section: 

(1)  The  word  “milk”  means  cow’s  milk. 

(2)  Such  milk  may  be  bleached  by  the 
use  of  benzoyl  peroxide  (H*  a  mixture  erf 
benzoyl  peroxide  with  potassium  alum, 
calcium  sulfate,  and  magnesium  carbon¬ 
ate:  but  the  weight  of  the  benzoyl 
peroxide  is  not  more  than  0.002  percent 
of  the  weight  of  the  milk  being  bleached, 
and  the  weight  of  the  potassium  alum, 
calcium  sulfate^  and  magnesium  car¬ 
bonate.  singly  or  combined,  is  not  more 
than  six  times  the  weight  of  the  benzoyl 
peroxide  used.  If  milk  is  bleached  in  this 
manner,  vitamin  A  is  added  to  the  curd 
in  such  quantity  as  to  compensate  tar 
the  vitamin  A  or  its  precursors  destroyed 
in  the  bleaching,  process,  and  artificial 
coloring  is  not  used. 

(3)  Such  mUk  may  be  adjusted  by 
separating  peut  of  the  fat  therefrom  car 
by  adding  one  or  meu'e  of  the  following: 
Cream,  cream  which  has  been  treated 
in  the  manner  provided  in  paragraph 
(c)  (2)  of  this  section,  concentrated  skim 
milk,  nonfat  dry  milk,  water  sufDcient 
to  reconstitute  any  concentrated  skim 
milk  or  nmifat  dry  milk  used. 

(d)  The  food  may  have  applied  to  its 
surface  an  optional  mold-inhibiting  in¬ 
gredient  consisting  of  scH'bic  acid,  potas¬ 
sium  sorbate,  sodium  sorbate.  or  any 
combination  of  two  or  more  of  these  in 
an  amount  not  to  exceed  0.3  percent  by 
weight,  calculated  as  sorbic  acid. 

(e)  (1)  If  the  milk  used  is  bleached, 
the  label  shall  bear  the  statement  “milk 
bleached  with  benzoyl  peroxide”. 

(2)  If  the  food  contains  an  optional 
mold-inhibiting  ingredient  as  specified 
in  paragraph  (d)  of  this  section,  the 

label  shall  bear  the  statement  " _ 

_  added  to  retard  surface  mold 

growth”  or  “ _  added  as  a 

preservative”,  the  blank  being  filled  in 
with  the  common  name  or  names  of  the 
mold-inhibiting  ingredient  or  Ingredients 
used. 

(3)  Whenever  the  name  of  the  food 
appears  cm  the  label  so  conspicuously 
u  to  be  easily  seen  under  custmnary 
conditlcms  of  purchase,  the  words  and 
statements  prescribed  in  this  paragraph 
showing  the  (^rflonal  ingredients  used 
shall  immediatdy  and  conspictxxisly  pre¬ 
cede  (H*  follow  such  name  without  in¬ 
tervening  written,  printed,  or  graphic 
matter. 

§  133.108  Brick  cheese. 

(a)  Brick  cheese  is  the  food  prepared 
from  milk  and  other  Ingredients  fitecified 
in  this  section,  by  the  procedure  set  forth 
in  paragraph  (b>  of  this  section,  or  by 
anoth^  procedure  which  produces  a 
finished  cheese  having  the  same  physi¬ 
cal  and  chemical  proportles  as  the 
cheese  lu-oduced  when  the  procedure  set 
forth  in  paragraph  (b)  erf  this  section  is 
used.  It  contains  not  more  than  44  per¬ 
cent  of  moisture,  and  its  solids  contain 
not  less  than  60  percent  of  mUk  fat,  aa 
determined  by  the  methods  prescribed 
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in  S  133.113(c).  If  the  milk  used  is  not 
pasteurized,  the  cheese  so  made-  is  cured 
at  a  temperature  of  not  less  than  35°  F 
for  not  less  than  60  days. 

(b)  Milk,  which  may  be  pasteurized  or 
clarified  or  both,  is  brought  to  a  temper- 
atui'e  of  about  88°  F  and  subjected  to  the 
action  of  harmless  lactic-acid-producing 
bacteria,  present  in  such  milk  or  added 
thereto.  Harmless  artificial  coloring 
may  be  added.  Sufficient  rennet,  or  other 
safe  and  suitable  milk-clotting  enzyme 
that  produces  equivalent  curd  formation, 
or  both,  with  or  without  purified  calcium 
chloride  in  a  quantity  not  more  than  0.02 
percent  (calculated  as  anhydrous  cal¬ 
cium  chloride)  of  the  weight  of  the  milk, 
is  added  to  set  the  milk  to  a  semisolid 
mass.  The  mass  is  cut  into  cubes  with 
sides  approximately  %-inch  long,  and 
stirred  and  heated  so  that  the  tempera¬ 
ture  rises  slowly  to  about  96°  F.  The  stir¬ 
ring  is  continued  until  the  curd  is  suffi¬ 
ciently  firm.  Part  of  the  whey  is  then 
removed,  and  the  mixture  diluted  with 
water  or  salt  brine  to  control  the  acidity. 
The  curd  is  transferred  to  forms,  and 
drained.  During  drainage  it  is  pressed 
and  turned.  After,  drainage  the  curd  is 
salted,  and  the  biological  curing  agents 
characteristic  of  brick  cheese  are  applied 
to  the  surface.  The  cheese  is  then  cured 
to  develop  the  characteristics  of  brick 
cheese. .  A  harmless  preparation  of 
enzymes  of  animal  or  plant  origin  ca¬ 
pable  of  aiding  in  the  curing  or  develop¬ 
ment  of  flavor  of  brick  cheese  may  be 
added  during  the  procedure,  in  such 
quantity  that  the  w'eight  of  the  solids 
of  such  preparation  is  not  more  than  0.1 
percent  of  the  weight  of  the  milk  used. 

(c)  For  the  purposes  of  this  section: 

(1)  The  word  “milk”  means  cow’s 
milk,  which  may  be  adjusted  by  separat¬ 
ing  part  of  the  fat  therefrom  or  by  add¬ 
ing  thereto  one  or  more  of  the  following: 
Cream,  skim  milk,  concentrated  skim 
milk,  nonfat  dry  milk,  water  in  a  quan¬ 
tity  sufficient  to  reconstitute  any  concen¬ 
trated  skim  milk  or  nonfat  dry  milk  used. 

(2)  Milk  shall  be  deemed  to  have  been 
pasteurized  if  it  has  been  held  at  a  tem¬ 
perature  of  not  less  than  143°  F  for  a 
period  of  not  less  than  30  minutes,  or 
for  a  time  and  at  a  temperature  equiva¬ 
lent  thereto  in  phosphattise  destruction. 
Brick  cheese  shall  be  deemed  not  to  have 
been  made  from  pasteurized  milk  if  0.25 
gm.  shows  a  phenol  equivalent  of  more 
than  5  micrograms  when  tested  by  the 
method  prescribed  in  §  138.113(f). 

(d)  Brick  cheese  in  the  form  of  slices 
or  cuts  in  consiuner -sized  packages  may 
contain  an  optional  mold-inhibiting  in¬ 
gredient  consisting  of  sorbic  acid,  potas¬ 
sium  sorlMite,  sodium  sorbate,  or  any 
cmnbination  of  two  or  more  of  these,  in 
an  amoimt  not  to  exceed  0.3  percent  by 
weight,  calculated  as  sorbic  acid. 

(e)  (1)  If  brick  cheese  in  sliced  or  cut 
form  contains  an  optional  mold-inhibit¬ 
ing  ingredient  as  specified  in  paragraph 
(d)  of  this  section,  the  label  shall  bear 

the  statement  “ _ added  to  retard 

mold  growth”  or  “ _ added  as  a 

preservatiye",  the  blank  being  filled  in 
with  the  common  name  or  names  of  the 
mold-inhibiting  ingredient  or.ingredients 
used. 


RULES  AND  REGULATIONS 

(2)  Wherever  the  name  of  the  food 
appears  on  the  label  so  conspicuoiisly  as 
to  be  easily  seen  under  customary  ccmdi- 
tions  of  purchase,  the  statement  speci¬ 
fied  in  this  section,  showing  the  optional 
Ingredient  used,  shall  immediately  and 
conspicuously  precede  or  follow  such 
name,  without  intervening  written, 
printed,  or  graphic  matter. 

§  13.8.109  Rrit'k  rheexe  for  maniifar- 
turiiif:. 

Brick  cheese  for  manufacturing  con¬ 
forms  to  the  definition  and  standard  of 
identity  for  brick  cheese  prescribed  by 
S  133.108,  except  that  the  milk  is  not  pas¬ 
teurized,  curing  is  not  required,  and  the 
provisions  of  paragraph  (d)  of  that  sec¬ 
tion  do  not  apply. 

§  133.111  CacitH'avallo  ^ii’iliano  cheese. 

(a>  Caciocavallo  siciliano  cheese,  is 
the  food  prepared  from  cow’s  milk  or 
sheep’s  milk  or  goat’s  milk  or  mixtures 
of  two  or  all  of  these  and  other  ingredi¬ 
ents  specified  in  this  section,  by  the 
procedure  set  forth  in  paragraph  (b>  of 
this  section,  or  by  another  procedure 
which  produces  a  finished  cheese  having 
the  same  physical  and  chemical  prop- 
erties*as  the  cheese  produced  when  the 
procedure  set  forth  in  paragraph  (b) 
of  this  section  is  used.  It  has  a  stringy 
te::ture.  and  is  made  in  oblong  shapes. 
It  contains  not  more  than  40  percent  of 
moisture,  and  its  solids  contain  not  less 
than  42  percent  milk  fat,  as  determined 
by  the  methods  prescribed  in  §  133.113 
(c> .  It  is  cured  for  not  less  than  90  days 
at  a  temperature  of  not  less  than  35°  F. 

(b)  Milk,  which  may  be  pasteurized 
or  clarified  or  both,  and  which  may  be 
warmed,  is  subject^  to  the  action  of 
harmless  lactic -acid -producing  bacteria, 
present  in  such  milk  or  added  thereto. 
Harmless  artificial  blue  or  green  coloring 
in  a  quantity  which  neutralizes  any 
natural  yellow  coloring  in  the  curd  may 
be  added.  Sufficient  rennet,  rennet  paste, 
extract  of  rennet  paste,  or  other  safe  and 
suitable  milk-clotting  enzyme  that  pro¬ 
duces  equivalent  curd  formation,  singly 
or  in  any  combination  (with  or  without 
purified  calcium  chloride  in  a  quantity 
not  more  than  0.02  percent,  calculated 
as  anhydrous  calcium  chloride,  of  the 
weight  of  the  milk)  is  added  to  set  the 
milk  to  a  semisolid  mass.  The  mass  is 
cut,  stirred,  and  heated  so  as  to  pro¬ 
mote  and  regulate  the  separation  of 
whey  from  curd.  The  whey  is  drained 
off,  and  the  curd  is  removed  to  another 
vat  containing  hot  whey,  in  which  it  is 
soaked  for  several  hours.  ’This  whey 
is  withdrawn,  the  curd  is  allowed  to 
mat,  and  is  cut  into  blocks.  These  are 
washed  in  hot  whey  until  the  desired 
elasticity  is  obtained.  The  curd  is 
removed  from  the  vat,  drained,  pressed 
into  oblong  forms,  dried,  and  salted  in 
brine,  and  cured.  It  may  be  paraffined. 
A  harmless  preparation  of  enzymes  of 
animal  or  plant  origin  capable  of  aiding 
in  the  curing  or  development  of  flavor  of 
caciocavallo  siciliano  cheese  may  be 
added  during  the  procedure.  In  such 
quantity  that  the  weight  of  the  solids  of 
such  prQ>aratlon  is  not  more  than  0.1 
percent  of  the  weight  of  the  milk  used. 


(c) (1)  For  the  purposes  of  this  sec¬ 
tion,  the  word  “milk”  means  cow’s  milk 
or  goat’s  milk  or  sheep’s  milk  or  mix¬ 
tures  of  two  or  all  of  these.  Such  milk 
may  be  adjusted  by  separating  part  of 
the  fat  therefrom  or  (in  the  case  of 
cow’s  milk)  by  adding  one  or  more  of 
the  following:  Cream,  skim  milk,  con¬ 
centrated  skim  milk,  nonfat  dry  milk; 
(in  the  case  of  goat’s  milk)  the  cor¬ 
responding  products  from  goat’s  milk; 
(in  the  case  of  sheep’s  milk)  the  cor¬ 
responding  products  from  sheep’s  milk; 
W'ater  in  a  quantity  sufficient  to  recon¬ 
stitute  any  such  concentrated  or  dried 
products  used. 

(2)  Such  milk  may  be  bleached  by 
the  use  of  benzoyl  peroxide  or  a  mixture 
of  benzoyl  peroxide  with  potassium 
alum,  calcium  sulfate,  and  magnesium 
carbonate;  but  the  weight  of  the  benzoyl 
peroxide  is  not  more  than  0.002  percent 
of  the  weight  of  the  milk  bleached,  and 
Ihe  weight  of  the  potassium  alum,  cal¬ 
cium  sulfate,  and  magnesium  carbonate, 
singly  or  combined,  is  not  more  than  six 
times  the  weight  of  the  benzoyl  peroxide 
used.  If  milk  is  bleached  in  this  manner, 
sufficient  vitamin  A  is  added  to  the  curd 
to  compensate  for  the  vitamin  A  or  its 
precursors  destroyed  in  the  bleaching 
process,  and  artificial  coloring  is  not 
used. 

(d)  Caciocavallo  siciliano  cheese  in  the 
form  of  slices  or  cuts  in  consumer-sized 
packages  may  contain  an  optional  mold- 
inhibiting  ingredient  consisting  of  sorbic 
£icid.  potassium  sorbate,  sodium  sorbate, 
or  any  com,bination  of  two  or  more  of 
these,  in  an  amount  not  to  exceed  0.3 
percent  by  w’eight,  calculated  as  sorbic 
acid. 

(e) (1)  When  caciocavallo  siciliano 
cheese  is  made  solely  from  cow’s  milk, 
the  name  of  such  cheese  is  “caciocavallo 
siciliano  cheese”.  When  made  fr(Hn 
sheep’s  milk  or  goat’s  milk  or  mixtures 
of  these,  or  one  or  both  of  these  with 
cow’s  milk,  the  name  is  followed  by  the 

words  “made  from _ ”,  the  blank 

being  filled  in  with  the  name  or  names 
of  the  milks  used,  in  order  of  predomi¬ 
nance  by  weight. 

(2)  (i)  If  caciocavallo  siciliano  cheese 
in  sliced  or  cut  form  contains  an  optional 
mold-inhibiting  ingredient  sus  specified 
in  paragraph  (d)  of  this  section,  the  label 

shall  bear  the  statement  “ _ added 

to  retard  mold  growth”  or  “ _ 

added  as  a  preservative”,  the  blank  being 
filled  in  with  the  common  name  or  names 
of  the  mold -inhibiting  ingredirat  or  in¬ 
gredients  used. 

(ii)  If  the  milk  used  is  bleached,  the 
label  shall  bear  the  statement,  “Milk 
bleached  with  benzoyl  peroxide”. 

(3)  Wherever  the  name  of  the  food 
appears  on  the  label  so  conspicuously  as 
to  be  easily  seem  imder  ciistomary  con¬ 
ditions  of  purchase,  the  words  and  state¬ 
ments  prescribed  by  this  section,  showing 
the  optional  ingredioit  used,  shall  im¬ 
mediately  and  conspicuously  precede  or 
follow  such  name,  without  intervening 
written,  printed,  or  graphic  matter. 

§133.113  Cheddar  cheese. 

(a)  Cheddar  cheese,  cheese.  Is  the 
food  prepared  from  milk  and  other 
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ingredients  sp>ecified  in  this  section,  by 
the  procedure  set  forth  in  paragraph  (b) 
of  this  section,  or  by  another  procedure 
which  produces  a  finished  cheese  having 
the  same  physical  and  chemical  proper¬ 
ties  as  the  cheese  produced  when  the  pro¬ 
cedure  set  forth  in  paragraph  (b)  of  this 
section  is  used.  It  contains  not  more 
than  39  percent  of  moisture,  and  its  sol¬ 
ids  contain  not  less  than  50  percent  of 
milk  fat,  as  determined  by  the  methods 
prescribed  in  paragraph  (c)  of  this  sec¬ 
tion.  If  the  milk  used  is  not  pasteurized, 
the  cheese  so  made  is  cured  at  a  tem¬ 
perature  of  not  less  than  35*  F  for  not 
less  than  60  days. 

(b)  Milk,  which  may  be  pasteurized 
or  clarified  or  both,  and  which  may  be 
warmed,  is  subjected  to  the  action  of 
harmless  lactic-acid-produclng  bacteria, 
present  in  such  milk  or  added  thereto. 
Harmless  artificial  coloring  may  be 
added.  SufiQcient  rennet,  or  other  safe 
and  suitable  milk-clotting  enzyme  that 
produces  equivalent  curd  formation,  or 
both,  with  or  without  purified  calcium 
chloride  in  a  quantity  not  more  than  0.02 
percent  (calculated  as  anhydrous  calciiun 
chloride)  of  the  weight  of  the  milk.  Is 
added  to  set  the  milk  to  a  semisolid  mass. 
The  mass  is  so  cut,  stirred,  and  heated 
with  continued  stirring,  as  to  promote 
and  regulate  the  separation  of  whey  and 
curd.  The  whey  is  drained  off,  and  the 
curd  is  matted  into  a  cohesive  mass.  The 
mass  is  cut  into  slabs,  which  are  so  piled 
and  handled  as  to  promote  the  drainage 
of  whey  and  the  development  of  acidity. 
The  slabs  are  then  cut  into  pieces,  which 
may  be  rinsed  by  sprinkling  or  pouring 
water  over  them,  with  free  and  continu¬ 
ous  drainage;  but  the  duration  of  such 
rinsing  is  so  limited  that  only  the  whey 
on  the  surface  of  such  pieces  is  removed. 
The  curd  is  salted,  stirred,  further 
drained,  and  pressed  into  forms.  A 
harmless  preparation  of  enzymes  of  ani¬ 
mal  or  plant  origin  capable  of  aiding  in 
the  cmlng  or  development  of  flavor  of 
Cheddar  cheese  may  be  added  during  the 
procedure,  in  such  quantity  that  the 
weight  of  the  solids  of  such  preparation 
is  not  more  than  0.1  percent  of  the 
weight  of  the  milk  used. 

(c)  Determine  moisture  by  the  method 
prescribed  on  page  262  (15.124)  [Ed. 
note,  10th  edition,  1965,  p.  247,  sec. 
15.157],  under  “Moisture — OfiBcial,”  and 
milk  fat  by  the  method  prescribed  on 
page  263  (15.131)  [Ed.  note,  10th  edition, 
1965,  p.  248,  sec.  15.1641,  under  “Fat — 
Officitd,”  of  “OfBcial  Methods  of  Anal¬ 
ysis  of  the  Association  of  OfiBcial  Agri¬ 
cultural  Chemists,”  Seventh  Edition, 
1950.  Subtract  the  percent  of  moisture 
found  from  100;  divide  the  remainder 
into  the  percent  milk  fat  found.  The 
quotient,  multiplied  by  100,  shall  be 
considered  to  be  the  percent  of  milk  fat 
contained  in  the  solids. 

(d)  Cheddar  cheese  in  the  form  of 
slices  or  cuts  in  consiuner-sized  packages 
may  contain  an  optional  mold-inhibiting 
ingredient  consisting  of  sorbic  acid, 
potassium  sorbate,  sodium  sorbate,  or 
any  combination  of  two  or  more  of  these, 
in  an  amount  not  to  exceed  0.3  percent 
by  weight,  calculated  as  sorbic  acid. 

(e)  For  the  purposes  of  this  section; 

(1)  The  word  "milk”  means  cow’s 
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milk,  which  may  be  adjxisted  by  separat¬ 
ing  part  of  the  fat  therefrom  or  by  add¬ 
ing  thereto  one  or  more  of  the  foUowing: 
Cream,  skim  milk,  concentrated  skim 
milk,  nonfat  dry  milk,  water  in  a  quan¬ 
tity  sufiBcient  to  reconstitute  any  con¬ 
centrated  skim  milk  or  nonfat  dry  milk 
used. 

(2)  Milk  shall  be  deemed  to  have  been 
pasteurized  if  it  has  been  held  at  a  tem¬ 
perature  of  not  less  than  143®  F  for  a 
period  of  not  less  than  30  minutes,  or 
for  a  time  and  at  a  temperature  equiva¬ 
lent  thereto  in  phosphatase  destruction. 
Cheddar  cheese  shall  be  deemed  not  to 
have  been  made  from  pasteurized  milk 
if  0.25  gm.  shows  a  phenol  equivalent  of 
more  than  3  micrograms  when  tested  by 
the  method  prescribed  in  paragraph  (f) 
of  this  section. 

(3)  During  the  cheese-making  process 
the  milk  may  be  treated  with  hydrogen 
peroxide  solution  followed  by  addition  of 
a  suitable  catalase  preparation  to  elimi¬ 
nate  the  hydrogen  peroxide.  The  hy¬ 
drogen  peroxide  solution  shall  comply 
with  the  specifications  of  the  United 
States  Pharmacopeia,  except  that  it  may 
exceed  the  concentration  specified  there¬ 
in  and  it  does  not  contain  added  preserv¬ 
ative.  The  amount  of  the  hydrogen  per¬ 
oxide  solution  used  shall  be  such  that 
the  weight  of  the  hydrogen  peroxide 
added  thereby  does  not  exceed  0.05  per¬ 
cent  of  the  weight  of  the  milk  treated. 
The  catalase  preparation  used  shall  be 
stable,  and  in  potency,  for  eliminating 
added  hydrogen  peroxide  from  milk,  it 
shall  not  be  less  than  equivalent  to  liver- 
tatalase  preparation  testing  100  Keil 
units  per  gram.  It  shall  be  either  a 
preparation  that  is  not  a  food  additive 
within  the  meaning  of  section  201  (s)  of 
the  Federal  Food,  Drug,  and  Cosmetic 
Act.  or  a  preparation  that  it  is  a  food  ad¬ 
ditive  but  which  is  used  in  conformity 
with  regulations  promulgated  pursuant 
to  the  authority  of  section  409  of  the  act. 
The  amount  of  catalase  preparation  used 
shall  be  such  that  the  weight  of  the  cata¬ 
lase  added  thereby  does  not  exceed  20 
parts  per  million  of  the  weight  of  the 
milk  treated. 

(f)  The  method  referred  to  in  para¬ 
graph  (e)(2)  of  this  section  is  as  fol¬ 
lows: 

I.  Reagents — 1.  Buffers — a.  Barium  borate- 
hydroxide  buffer.  I>issolve  25.0  gm.  of  c.  p. 
barium  hydroxide  (Ba(OH),  •  SH^.O,  fresh, 
not  deteriorated)  In  distilled  water  and  di¬ 
lute  to  500  ml.  Dissolve,  In  another  flask  or 
cylinder,  11.0  gm.  of  c.  p.,  boric  acid  (H,BO,) 
and  dilute  to  600  ml.  Warm  each  to  50*  C 
(122*  F),  mix  the  two  together,  stir,  cool  to 
approximately  20°  C  (6d*  P),  filter  and  stop¬ 
per  the  filtrate  tightly  (pH  approximately 
10.6).  The  buffer  prepared  thus  is  desig¬ 
nated  as  the  26-11  buffer,  the  figures  Indi¬ 
cating  the  grams  per  liter  of  each  of  the 
respective  reagents. 

b.  Color -development  buffer.  Dissolve  6.0 
gm.  of  sodium  metaborate  (NaBO.)  and  20 
gm.  of  sodium  chloride  In  water  and  dilute  to 
a  liter  with  water  (pH  9.8) . 

c.  Color-dilution  buffer.  Dilute  100  ml.  of 
color-develc^ment  buffer  1-b  to  a  Uter  with 
water. 

d.  Standard  borax  buffer,  0.01-molar,  for 
checking  pH  meter,  pH  9.18  at  25*  C.>  Dls- 

>A11  pH  values  reported  herein  were  de¬ 
termined  at  25*  C  or  corrected  to  that 
temperature. 
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solve  0.6544  gm.  of  pure  borax  (Bureau  of 
Standards  Sample  187)  in  distilled  water 
(distilled  recently  or  freshly  boiled  and 
cooled)  and  dilute  to  250  ml.  Keep  stop¬ 
pered  tightly. 

2.  Buffer  substrates.  Specify  phenol-free 
crystalline  disodlum  phenyl  phosphate. 

a.  For  evaluating  pasteurization.  Dissolve 
0.10  gm.  of  the  phenyl  phosphate  In  100  ml 
of  the  appropriate  (table  1)  barium  borate- 
hydroxide  buffer  1-a. 

b.  For  quantitative  results  icith  raw-milk 
cheese.  Dissolve  0.20  gm.  of  the  phenyl  phos¬ 
phate  in  100  ml.  of  the  appropriate  (table  1 ) 
barium  borate-bydroxlde  buffer  1-a. 

3.  Protein  precipitants — a.  Zinc-copper 
precipitant  for  unripened  cheese.  Dissolve 
6.0  gm.  of  zinc  sulfate  (ZnS04  •  7H^)  and 
0.1  gm.  of  copper  sulfate  (CUSO4  •  5H:0)  In 
water  and  dilute  to  100  ml.  with  water.  The 
precipitant  prepared  thus  is  designated  as 
the  6.0-0. 1  precipitant. 

b.  Zinc  precipitant  for  ripened  cheese. 
Dissolve  6.0  gm.  of  zinc  sulfate  In  water  and 
dilute  to  100  ml.  with  water.  This  pre¬ 
cipitant  is  designated  as  the  6.0  precipitant. 

4.  BQC  (2,6-dibromoquinone-chloroimine 
solution)  (Gibbs’  reagent) :  Dissolve  40  mg. 
of  BQC  powder  in  10  ml.  of  absolute  methyl 
alcohol  and  transfer  to  a  dark-colored  drop¬ 
per  bottle.  This  reagent  remains  stable  for 
at  least  a  month  if  kept  in  the  Ice  tray  of  a 
refrigerator.  Do  not  use  It  after  It  begins  to 
turn  brown. 

5.  Other  reagents — a.  Copper  sulfate,  0.05 
percent,  for  standards.  Dissolve  0.06  gm  of 
copper  sulfate  in  water  and  dilute  to  100  ml. 

b.  Butyl  alcohol.  Specify  n-butyl  alcohol. 
boUlng  point  116°-118°  C.  To  adjust  the  pH. 
mix  60  ml.  of  the  color-development  buffer 
1-b  with  a  liter  of  the  butyl  alcohol. 

6.  Phenol  standards — a.  Stock  solution. 
Weigh  sicciurately  1.0  gm.  of  pure  phenol, 
transfer  to  a  liter  volumetric  flask,  dilute 
to  a  liter  with  water,  and  mix.  One  ml.  con¬ 
tains  1  mg.  (0.001  gm.)  of  phenol.  Use  this 
stock  solution  to  prepare  standard  solutions. 
It  Is  stable  for  several  months  in  the  re¬ 
frigerator. 

b.  Preparation  of  standards.  Dilute  10.0 
ml.  of  the  stock  solution  6-a  to  a  liter  with 
water,  and  mix.  One  ml.  contains  10  micro- 
grams  (0.00001  gm.,  10  gammas,  or  10  units) 
of  phenol.  Use  this  standard  solution  to 
prepare  more  dilute  standard  solutions;  e.g.. 
dilute  5,  10,  30,  and  60  ml.  to  100  ml.  with 
water  to  prepare  standard  solutions  contain¬ 
ing  0.5,  1.0,  3.0,  and  5.0  gammas  or  units  of 
phenol  per  milliliter,  respectively.  Keep 
standard  solutions  in  the  refrigerator. 

In  a  similar  manner,  prepare  from  the 
stock  solution  such  more  concentrated 
standard  solutions  as  may  be  needed,  con¬ 
taining,  for  example.  20,  30.  and  40  units 
per  milliliter. 

Measure  appropriate  quantities  of  the 
phenol  standard  solution  into  a  series  of 
tubes  (preferably  graduated  at  5.0  and  10.0 
ml.)  to  provide  a  statable  range  of  stand¬ 
ards  as  needed,  containing  0  (control  blank). 
0.5,  1.0.  3.0,  5.0,  10.0,  etc.,  to  30  or  40  units. 
To  increase  the  brightness  of  the  blue  color 
and  improve  the  stability  of  the  standards 
add  1.0  ml.  of  0.06  percent  copper  sulfate 
solution  5-a  to  each. 

Add  5.0  ml.  of  color  dilution  buffer  1-c  and 
add  water  to  bring  the  volume  to  10.0  ml. 
Add  4  drops  (0.08  ml.)  of  BQC  4.  mix.  and 
allow  to  develop  for  30  minutes  at  room 
tenqierature.  If  the  butyl  alcohol  ex¬ 
traction  method  is  to  be  used  in  the  test, 
extract  the  standards  as  described  under  III 
Conducting  the  Test. 

Read  the  color  Intensities  with  a  photom¬ 
eter,  subtract  the  value  of  the  blank  from 
the  value  of  each  phenol  standard,  and  pre¬ 
pare  a  standard  curve  (straight  line).  When 
the  standards  are  to  be  used  for  visual  com¬ 
parisons  they  should  be  stored  In  a  refrig¬ 
erator. 
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Tablk  I. — Phosphatase  test  modifications  lor  iiiferent  kinds  of  cheese  and  cheese  of 

different  apes 


Kind  of  cheoM 


Boiler  tor 

Age  or  exiont  of  coring;  other  detoiis  mtiinol  Precipitant 
pH  («A&- 
10.20) 


Cheddar,  grannlar,  stirred  cord,  hard  cheeee . . 

Washed  curd,  soaked  curd,  oolby . . 

Bwiss,  gruyere . . . . 


Brick,  muenster. 


Edam,  gouda.... 

Blue  mold,  blue. 


Camembert,  nmburger. 


Monterey . . 

Eigh-molstuie  Jack . 

Provolone,  pasta  fUata. 


Parmesan,  regglano,  monte,  modena,  romano, 
asiago  old. 


Aslago  fresh - 

Asiago  medium. 


1  week _ 

1  week-1}^  mo.. _ _ _ 

1)4-4  mo _ 

4  mo _ _ _ _ 

1  week _ 

1  week-2  mo _ 

2  mo _ 

1  week _ _ _ 

1  week-1  mo.... _ 

1-8  mo.. _ _ 

8  mo _ _ _ i__ 

1  week _ 

1  week-1  mo _ 

1- 2  mo _ 

2  mo _ 

1  week _ 

1  week-2  mo _ 

2- 4  mo _ 

4  mo _ 

1  week _ 

1  week-1  mo _ 

1-4>S  mo.._J _ 

4)d  mo _ 

1  week _ 

1  week-1  mo.... _ 

1-2  mo.. _ 

2  mo _ 

1  week _ 

1  woek-2  mo.... _ 

2  mo _ _ 

1  week _ _ _ _ _ 

1  week-2}j  mo _ 

2J4  mo _ _ _ _ 

1  week _ _ 

1  week-1  mo _ 

1- 8  mo _ _ _ 

Smo _ 

1  week _ 

1  week-2  mo _ 

2- 6  mo _ _ 

6  mo-1  yr... _ _ 

1  yr - 

Same  as  Cheddar _ 

1  week.. _ _ _ _ _ _ _ _ 

1  week-1  mo.... _ 

1-8  mo _ _ _ 

Smo. 


>25-11 

25- 11 

26- 11 
27-11 
25-11 

25- 11 

26- 11 
25-11 

25- 11 

26- 11 
27-11 
25-11 
25-11 

25- 11 

26- 11 
25-11 

25- 11 

26- 11 
27-11 

25- 11 

26- 11 

27- 11 

28- 11 
25-11 
25-11 
28-11 

27- 11 
25-11 

25- 11 

26- 11 
25-11 
25-11 

28- 11 
25-11 

25- 11 

26- 11 
27-11 

25- 11 

26- 11 

27- 11 

28- 11 
2»-ll 


Qorgonzola . . . 

Cottage,  cook  cheese,  koch  kaese. 


Cream  cheese— . 
Semisoft  cheese. 


Same  as  blue. 

Dry _ 

Mmst _ 


25-11 

25- 11 

26- 11 
27-U 


Soft  ripened  cheese . 

Nokkelost,  kumiuost,  sage  cheese. 


Pasteurized  process,  pi^eurUed  prooees  pimento, 
pasteurized  process  with  fruits,  meats,  etc. 

Pasteurized  process  cheese  foods;  pasteurized 
process  cheese  foods  with  fruits,  meats,  etc. 

Pasteurized  process  cheese  spreads;  pasteurized 
process  cheese  spreads  with  fruits,  meats,  etc. 

Cold-pack,  club;  cold-paek  cheese  foods;  cold-pack 
cheese  foods  with  fruits,  meats,  etc. 


1  week _ 

1  week-1  mo _ _ 

1  mo _ 

1  week _ _ 

1  week-1  mo _ 

1  mo _ _ _ _ 

1  week _ 

1  week-lM  mo _ _ 

1)4-4  mo _ _ 

41110 _ 

i  Soft,  mild _ 

I  Medium,  firm _ 

iFirm,  slutrp  (including  swiss,  gruyere). 


25-11 

>25-11(8-1-2) 
25-11  a-»-S) 
2^11 

25- 11 

26- 11 
25-11 

25- 11 

26- 11 
25-11 

25- 11 

26- 11 

27- 11 
25-11 

28- 11 
27-11 


tSssie  as  pasteurized  process . . 

Soft,  high  moisture,  including  cream 
spieads. 

Lees  soft,  including  blue . . . . 

Mild  to  medium  flsTored,  soft _ _ 

Shsrp,  firm _ _ 


25- 11 

26- 11 
26-11 
27-11 


>  Oruns  Ba(OH)t.BHfO  and  HzBOi  per  liter,  reepectiyely. 
i  Qiams  Zn804.7Hi0  and  CuSOiAHtO  per  100  ml..  respe<'iively. 

*  Qnuns  Zn804.7Hi0  per  100  ml. 

*  8  parts  of  25-11  buffer  plus  2  parts  o-  water. 


>60-0.0 

>60 

60 

61 

60-ao 

60 

60 

60411 

61 

60 

61 

60410 

61 

60 

60 

60-61 

60-61 

60 

60 

60-61 

60 

60 

60 

6  0-0.1 
60 
60 
60 

60-61 

60 

60 

60-61 

61 

61 

60-60 

60 

60 

60 

6060 

60 

60 

60 

60 


6061 

60 

60 

60 


6061 

6561 

606.1 

6061 

60 

60 

6061 

60 

60 

606.1 

60 

60 

60 

60 

60 

60 


60 

60 

60 

60 


II.  Sampling — 1.  Hard  cheese.  Take  a 
sample  from  the  Interior  with  a  clean 
Roquefort  trier,  place  In  a  small  tube,  stop¬ 
per  the  tube,  and  keep  It  In  a  refrigerator. 

2.  Soft  and  semisoft  ripened  cheese. 
Harden  the  cheese  by  chilling  It  In  the  freez¬ 
ing  chamber  of  a  refrigerator.  Taking  spe¬ 
cial  precaution  to  avoid  contaminating  the 
sample  with  phosphatase  that  may  be  pres¬ 
ent  on  the  surface,  use  either  of  the  following 
methods  for  ssunpllng: 

a.  Cut  a  portion  from  the  end  of  the  loaf 
or  from  the  side  of  the  cheese,  extending  in 
at  least  2  inches  if  possible,  or  to  a  point 
somewhat  beyond  the  center  in  the  case  of 
a  small  cheese.  Cut  a  slit  ^  to  inch  deep 
at  least  hsdfway  around  the  portkm  and 
midway  between  the  top  and  bottom.  Break 
the  portion  into  two  parts,  pulling  It  apart 


so  that  it  breaks  on  a  line  with  the  slit,  being 
careful  not  to  contaminate  the  freshly  ex¬ 
posed.  broken  surface.  Remove  the  sample 
from  the  freshly  exposed  surface  at  or  near 
the  center  of  the  cheese. 

b.  Remove  the  surface  of  the  area  to  be 
sampled — e.g.,  the  end  and  the  adjacent  sides 
— with  a  clean  knife  or  qiatula,  to  a  depth 
of  %  inch.  Clean  the  instrument  and  hands 
with  hot  water  and  phenol-free  soap  and 
wipe  them  dry.  Remove  the  freshly  exposed 
surface  to  a  similar  or  greater  depth  and 
repeat  the  cleaning.  Then  take  the  sample 
from  the  center  of  the  freshly  exposed  area, 
preferably  at  or  near  the  center  the  cheese 
in  the  case  of  a  small  cheese. 

3.  Process  cheese,  spreads,  etc.  Take  the 
sample  from  beneath  the  surface  with  a 
clean  knife  or  spatula. 


Avoid  the  use  of  samples  contaminated 
with  mold. 

4.  Preservation.  If  a  preservative  is  neces¬ 
sary.  put  1  to  8  ml.  of  chloroform  in  the 
container,  cover  with  a  plug  of  cotton,  insert 
sample  and  stopper  container  tightly.  Label 
preserved  samples  "Poison  —  Preservative 
added.” 

in.  Conducting  the  test.  1.  Weigh,  on  a 
clean  balance  pan  or  watch  glass,  a  OAO-gm. 
sample  (preferably  two  samples  in  duplicate) 
and  place  in  a  culture  tube  16  ch*  18  x  160 
mm.  Similarly,  weigh  another  sample  and 
place  in  a  tube  as  a  control  or  blank.  If  the 
cheese  is  sticky,  weigh  the  sample  on  a  piece 
of  wax  paper  about  1x1  inch  and  Insert  the 
paper  with  the  sample  Into  the  tube.  Macer¬ 
ate  the  blank  and  the  test  with  a  glass  rod 
about  8  X  180  mm 

3.  Add  to  the  blank  1.0  ml.  of  the  appro¬ 
priate  (Table  1)  barium  buffer  1-a  (without 
substrate  added),  macerate  with  the  rod. 
leave  the  rod  In  the  tube,  heat  for  about  a 
minute  to  at  least  85o  C  (ISSsF)  in  a  beaker 
of  boiling  water  with  the  beaker  covered  so 
that  the  entire  tube  becomes  heated  to  ap¬ 
proximately  85  y  C,  cool  to  romn  temperature, 
and  macerate  again  with  the  rod. 

3.  Add  to  the  test  1.0  ml.  of  the  apiHO- 
priate  (Table  1)  barium  buffer  substrate  2-a 
or  2-b.  and  macmzte. 

Prom  this  point,  treat  the  blank  and  the 
test  in  a  similar  manner. 

Add  9.0  ml.  ot  the  appropriate  baii\un 
buffer  substrate  2-a  or  2-b  (total,  10.0  ml. 
added),  and  mix.  The  rod  may  be  left  in 
the  tube  during  incubation;  or,  if  removing 
it  at  this  point,  ciit  a  piece  of  filter  paper 
approximately  1x1  inch,  wrap  and  hold  It 
tightly  around  the  rod,  rotate  the  rod  while 
withdrawing  it  from  within  the  tube  so  as 
to  wipe  the  rod  clean.  Insert  the  pcqwr  with 
the  adhering  fat  Into  the  tube,  and  stopper 
the  tube. 

4.  Incubate  in  a  water  bath  at  37<>-38*  C 
(99®-100»  P)  for  1  hour,  mixing  ot  shaking 
the  contents  occasionally. 

8.  Place  In  a  beaker  of  boiling  water  for 
nearly  a  minute,  heating  to  85®  C  (186®  P). 
and  cool  to  room  temperature. 

6.  Plpet  in  1.0  ml.  of  the  zinc  precipitant 
3-b  for  ripened  cheese  or  the  Blnc-cc^iper 
precipitant  S-a  for  uruipened  cheese,  and 
mix  thoroughly  (pH  of  mixture,  O.O-O.l). 

7.  Pllter  (6-cm.  funnel,  9-cm.  Whatman 
No.  42  or  No.  2  paper  recommended),  and 
collect  5.0  ml.  of  filtrate  in  a  tube,  prefera¬ 
bly  graduated  at  5.0  and  10.0  ml. 

8.  Add  5.0  ml.  of  c<rior -development  buffer 
1-b  (pH  of  mixture,  9.S-9.4) . 

9.  Add  four  drops  >  of  BQC  4,  mix,  and  allow 
the  oolor  to  develop  for  30  minutes  at  room 
temperature. 

10.  Determine  the  amount  of  blue  color 
by  eith«r  of  two  methods: 

a.  With  a  photometer.  Read  the  coIot  in¬ 
tensity  of  the  blank  and  that  of  the  test,  sub¬ 
tract  the  reading  of  the  blank  from  that  of 
the  test,  and  oonvwt  the  result  into  jHienol 
equivalents  by  reference  to  the  standard 
curve  described  under  “Phencri  standards.” 
The  butyl  alcohol  extraction  method  Is  or¬ 
dinarily  unnecessary  when  nslng  a  photom¬ 
eter. 

b.  With  visual  standards.  For  quantita¬ 
tive  results  in  borderline  instances,  e.g..  tests 
yielding  0.5  to  6  units  of  color,  extract  with 
butyl  alcohol  5-b.  Add  5.0  ml.  of  the  alcohol 
and  invert  the  tube  slowly  several  times. 
Centrifuge  if  necessary  to  Increase  the  clear¬ 
ness  of  the  alcohol  layer.  Compare  the  blue 
color  wlto  the  colors  of  standards  in  the 
alcohol. 


*For  merely  detecting  underpasteurixa- 
tion,  in  testing  unrlpened  cheese,  two  dn^ 
is  sufficient,  provided  the  visual  standards 
are  prepared  likewise  with  two  drops. 
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With  samples  yielding  more  than  5  units, 
compare  the  colors  In  aqueous  tests  with 
those  of  aqueous  standards. 

11.  Dilution  method  for  quantitative  re¬ 
sults.  In  tests  that  are  observed  during  color 
development  to  be  strongly  positive,  e.g., 
20  units  or  more,  in  which  four  drops  of 
BQC  may  be  much  less  than  sufflclent  to 
combine  with  all  of  the  phenol,  pipet  an 
appropriate  proportion  of  the  contents  into 
another  tube,  make  up  to  10.0  ml.  with  color- 
dilution  buffer  1-c,  and  add  two  drops  more 
of  BQC  in  the  ca.se  of  unripened  cheese  or 
four  drops  in  the  case  of  ripened  cheese. 
With  each  test,  dilute  and  treat  the  blank 
in  the  corresponding  manner.  Dilute  each 
strongly  positive  test  thus  until  the  final 
color  is  within  the  range  of  the  standards 
or  photometer.  Allow  30  minutes  for  color 
development  after  the  last  addition  of  BQC, 
and  make  the  reading  at  the  end  of  the  30- 
minute  period.  Multiply,  for  example,  by  2 
for  a  5  +  5  dilution,  10  for  a  1  +  9  dilution,  and 
50  for  a  1  +  9  followed  by  a  2+8  dilution. 

Alternatively,  to  reduce  the  amount  of 
yellow  off  color,  add  two  instead  of  four 
drops  of  BQC  after  each  dilution,  and  allow 
the  color  to  develop.  Then  test  the  com¬ 
pleteness  of  color  development  by  adding  a 
third  drop:  repeat  the  dilution  procedure 
until  the  addition  of  an  extra  drop  does  not 
cause  any  further  Increase  In  the  amount  of 
blue  color. 

12.  Calculation  and  evaluation  of  results. 
When  using  0.5  gm.  of  sample  and  adding  a 
total  of  11.0  ml.  of  liquid,  multiply  the  value 
of  the  reading  by  1.1  to  convert  It  to  units 
of  color  or  phenol  equivalents  per  0.25  gm. 
of  cheese.  The  result  may,  if  desired,  be 
converted  to  phenol  equivalents  per  1  gm. 
by  multiplying  by  4.4. 

IV.  Photometric  determination.  To  read 
the  color  in  aqueous  solution,  use  a  filter 
with  maximum  light  transmission  in  the 
region  of  610  m^  wave  length. 

To  read  the  color  in  butyl  alcohcd,  extract 
the  color  as  described  above.  If  necessary, 
centrifuge  the  sample  for  5  minutes  to  break 
the  emulsion  and  to  remove  the  moisture 
suspended  in  the  alcohol  layer.  A  Babcock 
centrifuge  can  be  adapted  for  this  purpose 
by  making  special  tube  holders  as  follows: 
Slice  a  section  Vi  inch  thick  from  a  rubber 
stopper  of  suitable  diameter  to  fit  in  the 
bottom  of  the  centrifuge  cup.  Glue  together 
two  COTk  stoppers  of  appropriate  diameter, 
bcwe  through  the  center  a  hole  of  proper 
size  to  hold  the  tube  snugly,  and  insert  the 
double-ccM’k  section  into  the  cup.  After  cen¬ 
trifuging.  remove  nearly  all  of  the  butyl 
alcohol  by  means  of  a  pipet  with  a  rubber 
bulb  on  the  top  end.  Filter  the  alcohol  into 
the  photometer  cell  and  read  with  a  filter 
with  maximum  light  transmission  in  the 
region  of  650  mu  wave  length. 

If  more  than  approximately  4  ml.  of  butyl 
alcohcri  is  required  for  the  photometer  used, 
conduct  the  test  in  a  larger  tube  and  extract 
the  color,  in  both  the  test  and  the  standards, 
with  the  necessary  quantity  of  butyl  alcohol 
rather  than  with  5  ml.  specified  above. 

V.  Precautions.  The  length  of  time  that 
the  crystalline  disodlum  phenyl  phosphate 
and  the  BQC  powder  will  remain  stable  can 
be  increased  greatly  by  keeping  them  in  the 
freezing  chamber  of  a  refrigerator,  and  by 
keeping  them  dry. 

The  glassware,  stoppers,  and  sampling  tools 
should  be  scrupulously  clean,  and  it  is  de¬ 
sirable  to  soak  them  in  hot,  running  water 
after  cleaning. 

The  solid  barium  hydroxide  and  the  bar¬ 
ium  buffer  must  be  kept  stoppered  tightly  to 
prevent  absorption  of  carbon  dioxide.  Phe¬ 
nolic  contamination  from  plastic  closures 
on  reagent  bottles  has  been  encountered, 
and  therefore  the  use  of  plastic  closures 
should  be  avoided.  Rubber  st<^per8  should 


not  be  used  in  flasks  in  which  butyl  alcohol 
is  stored.  Glass  or  cork  stoppers  should  be 
used. 

VI.  Modifications  for  different  cheeses. 
Different  kinds  of  cheese  and  cheeses  of  dif¬ 
ferent  ages  have  different  buffering  capaci¬ 
ties,  and  therefore  some  of  them  require 
modification  of  concentrations  of  the  re¬ 
agents.  The  modlfication.s  of  the  barium 
buffer  needed  to  produce  optimal  pH  con¬ 
ditions  during  incubation  (9.85-10.20),  and 
of  the  precipitant  to  yield  uniformly  clear 
filtrates  and  to  minimize  interference  dur¬ 
ing  color  development  under  optimal  pH  con¬ 
ditions  (9.3-9.4).  are  specified  in  Table  I. 

With  some  samples,  especially  those  of  un¬ 
known  history,  slight  deviations  from  the 
optimal  pH  range  may  occur,  but  such  devia¬ 
tions  do  not  very  materially  affect  the  re¬ 
sults.  For  example.  pH  values  as  low  as  9.6 
or  as  high  as  10.35  during  incubation  have 
been  found  to  result  in  an  average  decrease 
of  not  more  than  20  percent  below  the  maxi¬ 
mum  in  the  quantity  of  phenol  liberated. 
The  use  of  the  25-11  buffer  substrate  with 
samples  for  which  the  27-11  buffer  substrate 
is  specified  yields  pH  values  not  lower  than 
9.8. 

In  testing  cheese  of  unknown  history  or 
age,  information  as  to  the  percentage  of  sol¬ 
ids,  especially  the  nonfat  solids,  is  useful  as 
an  Indication  of  the  correct  buffer  to  use; 
cheese  with  a  relatively  high  percentage  of 
nonfat  solids  generally  requires  the  use  of 
a  relatively  concentrated  buffer  to  adjust 
the  pH  of  the  mixture  correctly. 

For  precise  quantitative  results  on  un- 
.known  samples,  adjust  the  pH  to  10.0-10.05 
for  the  incubation. 

Cottage  cheese  curd  is  heated  in  the  pres¬ 
ence  of  considerable  acid  during  manufac¬ 
ture,  and  therefore  its  phosphatase  values 
are  comparatively  low.  Alternatively,  to  In¬ 
crease  the  sensitivity  of  the  test  on, cottage 
cheese,  apply  the  following  modifications: 
tlse  a  1.0-gm.  sample.  27-11  buffer  substrate. 
2-hour  Incubation,  and  6.0-fi.l  precipitant. 


(g)(1)  If  Cheddar  cheese  in  sliced  or 
cut  form  contains  an  optional  mold-in¬ 
hibiting  ingredient  as  specified  in  para¬ 
graph  (d)  of  this  section,  the  label  shall 

bear  the  statement  “ _ added  to 

retard  mold  growth”  or  “ _ added 

as  a  preservative”,  the  blank  being  filled 
in  with  the  common  name  or  names  of 
the  mold-inhibiting  ingredient  or  ingre¬ 
dients  used;  e.g..  “Sorbic  acid  and  potas¬ 
sium  sorbate  added  to  retard  mold 
growth”. 


(2)  Wherever  the  name  of  the  food 
appears  on  the  label  so  conspicuously  as 
to  be  easily  seen  under  customary  con¬ 
ditions  of  purchase,  the  statement  speci¬ 
fied  in  this  section,  showing  the  optional 
ingredient  used,  shall  immediately  and 
conspicuously  precede  or  follow  such 
name,  without  intervening  written, 
printed,  or  graphic  matter. 


§  133.114  Cheddar  ehee«e  for  nianiifae- 
turing. 

Cheddar  cheese  for  manufacturing 
conforms  to  the  definition  and  standard 
of  identity  prescribed  for  Cheddar  cheese 
by  S  133.113,  except  that  the  milk  is  not 
pasteurized,  curiiig  is  not  required,  and 
the  provisions  of  paragraph  (d)  of  that 
section  do  not  apply. 


§  133.116  Law  sodium  rheddar  cheese. 

Low  sodium  Cheddar  cheese  Is  the  food 
preimred  from  the  same  ingredients  and 
in  the  same  manner  prescribed  in 
S  133.113  for  Cheddar  cheese  and  complies 


with  all  the  provisicms  of  §  133.113,  in¬ 
cluding  the  requirements  for  label  state¬ 
ment  of  <H3tional  ingredients,  except 
that: 

(a)  Salt  is  not  used.  Any  safe  and  suit¬ 
able  ingredient  or  combination  of  ingre¬ 
dients  that  contains  no  sodium  and  that 
is  recognized  as  a  salt  substitute  may  be 
used. 

(b)  Sodium  sorbkte  is  not  used. 

(c)  It  contains  not  more  than  96  milli¬ 
grams  of  sodium  per  pound  of  finished 
food. 

<d)  The  name  of  the  food  is  “low 
sodium  Cheddar  cheese”.  The  letters  in 
the  words  “low  sodium”  shall  be  of  the 
same  size  and  style  of  type  as  the  letters 
in  the  words  “Cheddar  cheese”,  wherever 
such  words  appear  on  the  label. 

(e)  If  a  salt  substitute  as  provided  for 

in  paragraph  (a)  of  this  section  is  used, 
the  label  shall  bear  the  statement 
“ _ added  as  a  salt  substi¬ 

tute”,  the  blank  being  filled  in  with  the 
common  name  or  names  of  the  ingredi¬ 
ent  or  ingredients  used  as  a  sail 
substitute. 

(f )  Low  sodium  Cheddar  cheese  is  sub¬ 
ject  to  §  105.69  of  this  chapter. 

§  133.118  Colby  cheese. 

<a)  Colby  cheese  is  the  food  prepared 
from  milk  and  other  ingredients  specified 
in  this  section,  by  the  procedure  set  forth 
in  paragraph  (b)  of  this  section,  or  by 
another  procedure  which  produces  a  fin¬ 
ished  cheese  having  the  same  physical 
and  chemical  properties  as  the  cheese 
produced  when  the  procedure  set  forth 
in  paragraph  (b)  of  this  section  is  used. 
It  contains  not  more  than  40  percent  of 
moisting,  and  its  solids  contain  not  less 
than  50  percent  of  milk  fat,  as  deter¬ 
mined  by  the  methods  prescribed  in 
S  133.113(c).  If  the  milk  used  is  not 
pasteurized,  the  cheese  so  made  is  cured 
at  a  temperature  of  not  less  than  35”  F 
for  not  less  than  60  days. 

(b)  Milk,  which  may  be  pasteurized  or 
clarified  or  both,  and  which  may  be 
warmed,  is  subjected  to  the  action  of 
harmless  lactic-acid-producing  bacteria, 
present  in  such  milk  or  added  thereto. 
Harmless  artificial  coloring  may  be 
added.  Suffleent  rennet,  o.*  other  safe 
and  suitable  milk-clotting  enzyme  that 
produces  equivalent  curd  formation,  or 
both,  with  or  without  purified  calcium 
chloride  in  a  quantity  not  more  than  0.02 
percent  (calculated  as  anhydrous  calcium 
chloride)  of  the  weight  of  the  milk,  is 
added  to  set  the  milk  to  a  semisolid  mas.c. 
The  mass  so  cut,  stirred,  and  heated 
with  continued  stirring,  as  to  promote 
and  regulate  the  separation  of  whey  and 
curd.  A  part  of  the  whey  is  drained  off, 
and  the  curd  is  cooled  by  adding  water, 
the  stirring  being  continued  so  as  to  pre-' 
vent  the  pieces  of  curd  from  matting. 
The  curd  is  drained,  salted,  stirred, 
further  drained,  and  pressed  into  forms. 
A  harmless  preparation  of  enzymes  of 
animal  or  plant  origin  capable  of  aiding 
in  the  curing  or  development  of  flavor 
of  colby  cheese  may  be  added  during 
the  procedure,  in  such  quantity  that  the 
wei^t  of  the  solids  of  such  preparation 
is  not  mcH'e  than  0.1  percent  of  the  weight 
of  the  milk  used. 
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(c)  For  the  purposes  of  this  section: 

(1)  'Rie  word  “milk”  means  cow’s 
milk,  which  may  be  adjusted  by  separat¬ 
ing  part  of  the  fat  therefrom  or  by 
adding  thereto  one  or  more  of  the  fol¬ 
lowing:  Cream,  skim  milk,  concentrated 
skim  milk,  nonfat  dry  milk,  water,  in  a 
quantity  sufficient  to  reconstitute  any 
concentrated  skim  milk  or  nonfat  dry 
milk  used. 

(2)  Milk  shall  be  deemed  to  have  been 
pasteurized  if  it  has  been  held  at  a  tem¬ 
perature  of  not  less  than  143*  F  for  a 
period  of  not  less  than  30  minutes,  or 
for  a  time  and  at  a  temperature  equiv¬ 
alent  thereto  in  phosphatase  destruction. 
Colby  cheese  shall  be  deemed  not  to  have 
been  made  from  pasteurized  milk  if  0.25 
gm.  shows  a  phenol  equivalent  of  more 
than  3  micrograms  when  tested  by  the 
method  prescribed  in  §  133.113(f). 

(3)  During  the  cheese-making  proc¬ 
ess  the  milk  may  be  treated  as  provided 
in  §  133.113  (e)(3). 

(d) (1)  Colby  cheese  in  the  form  of 
slices  or  cuts  may  have  added  to  it  a 
clear  aqueous  solution  prepared  by  con¬ 
densing  or  precipitating  wood  smoke  in 
water. 

(2)  Colby  cheese  in  the  form  of  slices 
or  cuts  in  consumer-sized  packages  may 
contain  an  optional  mold-inhibiting  in¬ 
gredient  consisting  of  sorbic  acid,  potas¬ 
sium  sorbate,  sodium  sorbate,  or  any 
combination  of  two  or  more  of  these,  in 
an  amount  not  to  exceed  0.3  percent  by 
weight  calculated  as  sorbic  acid. 

(e)  (1)  If  colby  cheese  has  added  to  it 
a  clear  aqueous  solution  prepared  by  con¬ 
densing  or  precipitating  wood  smoke  in 
water  as  provid^  in  paragraph  (d)(1) 
of  this  section,  the  name  of  the  food  is 
immediately  followed  by  the  words  “with 
added  smoke  flavoring"  with  all  words  in 
this  phrase  of  the  same  type  size,  style, 
and  color  without  intervening  written, 
printed,  or  graphic  matter. 

(2)  If  colby  cheese  in  sliced  or  cut 
form  contains  an  optional  mold-inhibit¬ 
ing  ingredient  as  specified  in  paragraph 
(d)(2)  of  this  section,  the  label  shall 

bear  the  statement  “ _ added 

to  retard  mold  growth”  or  “ _ 

added  as  a  preservative”,  the  blank  being 
filled  in  with  the  common  name  or  names 
of  the  mold-inhibiting  ingredient  or  in¬ 
gredients  used. 

(3)  Wherever  the  name  of  the  food 
appears  on  the  label  so  con^icuously  as 
to  be  easily  seen  imder  customary  con¬ 
ditions  of  purchase,  the  statement  speci¬ 
fied  in  paragraph  (e)  (2)  of  this  section, 
showing  the  optional  ingredient  used, 
shall  immediately  and  conspicuously  pre¬ 
cede  or  follow  such  name,  without  inter¬ 
vening  written,  printed,  or  graphic  mat¬ 
ter  except  for  the  statement  “with  added 
sm(^e  flavM'ing,”  as  set  forth  in  para¬ 
graph  (e)  (1)  of  this  section. 

§133.119  Colby  chee^ie  for  manufactur¬ 
ing. 

Colby  cheese  for  manufacturing  con¬ 
forms  to  the  definition  and  standard  of 
identity  prescribed  for  colby  cheese  by 
§  133.118,  except  that  the  milk  is  not  pas¬ 
teurized,  curing  is  not  required,  and  the 
provisions  of  paragraph  (d)  of  that  sec¬ 
tion  do  not  apply. 


§  133.121  Low  sodium  colby  cheese. 

Low  sodium  colby  cheese  is  the  food 
prepared  f  rmn  same  Ingredients  and 

in  ^e  same  manner  prescribed  in  §  133.- 
118  for  colby  cheese  and  complies  with  all 
the  provisions  of  §  133.118,  including  the 
requirements  for  label  statement  of  op¬ 
tional  ingredients,  except  Uiat: 

(a)  Salt  is  not  used.  Any  safe  and 
rmitable  ingredient  or  combination  of 
Ingredients  that  contains  no  sodium  and 
that  is  recognized  as  a  salt  substitute 
may  be  used. 

(b)  Sodium  sorbate  is  not  used. 

(c)  It  contains  not  more  than  96  milli¬ 
grams  of  sodium  per  pound  of  finished 
food. 

(d)  The  name  of  the  food  is  “low  sodi¬ 
um  colby  cheese”.  The  letters  in  the 
words  “low  sodium”  shall  be  of  the  same 
size  and  style  of  type  as  the  letters  in 
the  words  “colby  cheese”,  wherever  such 
words  appear  on  the  label. 

(e)  If  a  salt  substitute  as  provided  for 

in  paragraph  (a)  of  this  section  is  used, 
the  label  shall  bear  the  statement 
“ _ added  as  a  salt  substi¬ 

tute”.  the  blank  being  filled  in  with  the 
common  name  or  names  of  the  ingredient 
or  ingredients  used  as  a  salt  substitute. 

(f)  Low  sodium  colby  cheese  is  subject 
to  5  105.69  of  this  chapter. 

§  1 33.12.3  Cold-pack  and  club  cheese. 

(a)  ( 1 )  Cold-pack  cheese,  club  cheese, 
is  the  food  prepared  by  comminuting, 
without  the  aid  of  heat,  one  or  more 
cheeses  of  the  same  or  two  or  more  varie¬ 
ties.  except  cream  cheese,  neufchatel 
cheese,  cottage  cheese,  lowfat  cottage 
cheese,  cottage  cheese  dry  curd,  hard 
grating  cheese,  semisoft  part-skim 
cheese,  part-skim  spiced  cheese  and  skim 
mUk  cheese  for  mantifacturing,  into  a 
homogeneous  plastic  mass.  One  or  more 
of  the  optional  ingredients  designated  in 
paragraph  (c)  of  this  section  may  be 
used. 

(2)  All  cheeses  used  in  a  cold-pack 
cheese  are  made  from  pasteurized  milk 
or  are  held  for  not  less  than  60  days  at 
a  temperature  of  not  less  than  35°  F 
before  being  comminuted. 

(3)  (i)  The  moisture  content  of  a  cold- 
pack  cheese  made  from  s  single  variety 
of  cheese  is  not  more  than  the  maximum 
moisture  cont«it  prescribed  by  the  def¬ 
inition  and  standard  of  Identity,  if  any 
there  be,  for  the  variety  of  cheese  used. 
If  there  is  no  applicable  definition  and 
standard  of  identity,  or  if  such  standard 
contains  no  provisicm  as  to  maximum 
moisture  content,  no  water  is  used  in  the 
preparation  of  the  cold-pack  cheese. 

(ii)  The  fat  content  of  the  solids  of  a. 
cold-pack  cheese  made  from  a  single 
variety  of  cheese  is  not  less  than  the 
minimum  prescribed  by  the  definition 
and  standard  of  identity,  if  any  there  be, 
for  the  variety  of  cheese  used,  but  in  no 
case  is  less  than  47  percent,  except  that 
the  fat  content  of  the  solids^f  cold-pack 
Swiss  cheese  is  not  less  than  43  percent, 
and  the  fat  content  of  the  solids  of  cold- 
pack  gruyere  cheese  is  not  less  than  45 
percent. 

(4)  (i)  The  moisture  content  of  a  cold- 
pack  cheese  made  from  two  or  more 
varieties  of  cheese  is  not  more  tiian  the 


arithmetical  average  of  the  maximum 
moisture  contents  prescribed  by  the  def- 
initicms  and  standards  of  identity,  if  any 
there  be,  for  the  varieties  of  cheese  used, 
but  in  no  case  is  the  moisture  content 
more  than  42  percent,  except  that  the 
moisture  content  of  a  cold-pack  cheese 
made  from  two  or  more  of  the  varieties 
Cheddar  cheese,  washed  curd  cheese,  col¬ 
by  cheese,  and  granular  cheese  is  not 
more  than  39  c>ercent. 

(ii)  The  fat  content  of  the  solids  of  a 
cold-pack  cheese  made  from  two  or 
more  varieties  of  cheese  is  not  less  than 
the  arithmetical  average  of  the  mini¬ 
mum  percent  of  fat  prescribed  by  the 
definitions  and  standards  of  identity,  if 
any  there  be,  for  the  varieties  of  cheese 
used,  but  in  no  case  is  less  than  47  per¬ 
cent,  except  that  the  fat  content  of  the 
solids  of  a  cold-pack  cheese  made  from 
Swiss  cheese  and  gruyere  cheese  is  not 
less  than  45  percent. 

(5)  Moisture  and  fat  are  determined  by 
the  methods  prescribed  in  $  133.113(c). 

(6)  The  weight  of  each  variety  of 
cheese  in  a  cold-pack  cheese  made  from 
two  varieties  of  cheese  is  not  less  than 
25  percent  of  the  total  weight  of  both, 
except  that  the  weight  of  blue  cheese, 
nuworld  cheese,  roquefort  cheese,  or  gor- 
gonzola  cheese  is  not  less  than  10  percent 
of  the  total  weight  of  both,  and  the 
weight  of  llmburger  cheese  is  not  less 
than  5  percent  of  the  total  weight  of 
both.  The  weight  of  each  variety  of 
cheese  in  a  cold-pack  cheese  made  from 
three  or  more  varieties  of  cheese  is  not 
less  than  15  percent  of  the  total  weight 
of  all,  except  that  the  weight  of  blue 
cheese,  nuworld  cheese,  roquefort  cheese, 
or  gorgonzola  cheese  is  not  less  than  5 
percent  of  the  total  weight  of  an,  and  the 
weight  of  llmburger  cheese  is  not  less 
than  3  percent  of  the  total  weight  of  aU. 
'These  limits  do  not  wply  to  the  quantity 
of  Cheddar  cheese,  washed  curd  cheese, 
colby  cheese,  and  granular  cheese  in 
mixtiues  which  are  designated  as 
“American  cheese”  as  prescribed  in 
paragraph  (d)  (2)  of  this  section.  Such 
mixtiu’es  are  considered  as  one  variety 
of  cheese  for  the  purpose  of  this  para¬ 
graph  (a) (6). 

(b)  Cold-pack  cheese  may  be  smoked, 
or  the  cheese  or  cheeses  from  which  it  is 
made  may  be  smeared,  before  comminut¬ 
ing  and  mixing,  or  it  may  contain  sub¬ 
stances  prepared  by  condensing  or  pre¬ 
cipitating  wood  smoke. 

(c)  The  optional  ingredients  referred 
to  in  paragraph  (a)  of  this  section  are: 

(1)  An  acidifying  agent  consisting  of 
one  or  any  mixture  of  two  or  more  of  the 
following:  A  vinegar,  lactic  acid,  citric 
acid,  acetic  acid,  and  phosphoric  acid,  in 
such  quantity  that  the  pH  of  the  finished 
cold-pack  cheese  is  not  below  4.5.  For 
the  pun}oses  of  this  section  vinegar  is 
considered  to  be  acetic  acid. 

(2)  Water. 

(3)  Salt. 

(4)  Harmless  artificial  coloring. 

(5)  Spices  CM*  flavorings,  other  than 
any  which  singly  or  in  combination  with 
other  ingredients  simulate  the  flavor  of  a 
cheese  erf  any  age  or  variety. 

(6)  Cold-pack  cheese  in  ccMisumer- 
sized  packages  may  contain  an  optional 
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mold-lnhlbitln«  ingredient  consisting  of 
sorbic  acid,  potassium  sorbate,  sodium 
sorbate.  or  any  combination  of  two  or 
more  of  these,  in  an  amount  not  to  ex¬ 
ceed  0.3  percent  by  weight,  calculated 
as  sorbic  acid  or  consisting  of  not  more 
than  0.3  percent  by  weight  of  sodixun 
propionate,  calcium  propionate,  or  a 
combination  of  sodium  propionate  and 
calcium  propionate. 

(d)  (1)  Hie  name  of  a  cold-pack  cheese 
for  which  a  definition  and  standard  of 
Identity  is  prescribed  by  this  section  is 

“Cold-pack _ cheese”,  “ - 

cold-pack  cheese”  or  " -  club 

cheese”,  the  blanks  being  filled  in  with 
the  name  or  names  of  the  varieties  of 
cheese  used,  in  order  of  predominance  by 
weight. 

(2)  If  the  cold-pack  cheese  is  made  of 
Cheddar  cheese,  washed  curd  cheese, 
colby  cheese,  or  granular  cheese  or  any 
mixture  of  two  or  more  of  these,  it  may 
be  designated  “Cold-pack  American 
cheese”;  or  when  cheddar  cheese,  washed 
curd  cheese,  colby  cheese,  granular 
cheese,  or  any  mixture  of  two  or  more  of 
these  is  combined  with  other  varieties  of 
cheese  in  the  cheese  ingredient  any  of 
such  cheeses  or  such  mixture  may  be 
designated  as  “American  cheese”. 

(3)  The  full  name  of  the  food  shall 
appear  on  the  principid  display  panel  of 
the  label  in  type  of  uniform  size,  style, 

'  and  color.  Wherever  any  word  or  state¬ 
ment  emphasizing  the  name  of  any  in¬ 
gredient  appears  6n  the  label  (other 
than  in  an  ingredient  statement  as 
specified  in  paragrs4>h  (f)  of  this  sec¬ 
tion)  so  conspicuously  as  to  be  easily 
seen  under  customary  conditions  of  pur¬ 
chase.  the  full  name  of  ^e  food  shall 
immediately  and  conspicuously  precede 
or  follow  such  word  or  statement  in  type 
of  at  least  the  same  size  as  the  type 
used  in  such  word  or  statement. 

(e)  The  name  of  the  food  shall  in¬ 
clude  a  declaration  of  any  fiavorlng,  in¬ 
cluding  smoke  and  substances  prepared 
by  condensing  or  precipitating  wood 
smoke,  that  characterizes  the  product  as 
specified  in  S  101.22  of  this  chapter  and 
a  declaration  of  any  spice  that  charac¬ 
terizes  the  product. 

(f)  The  common  name  of  each  of  the 
ingredients  used  shall  be  declared  on  the 
labels  as  required  by  the  applicable  sec¬ 
tions  of  Part  101  of  this  chapter,  except 
that: 

(1)  Artificial  coloring  need  not  be 
declared. 

(2)  If  the  cheese  ingredient  contains 
Cheddar  cheese,  washed  curd  cheese, 
colby  cheese,  graniilar  cheese,  or  any 
mixture  of  two  or  more  of  these,  such 
cheese  of  such  mixture  may  be  desig¬ 
nated  as  “American  cheese”. 

§  133.124  Cold-pack  chcMP  food. 

(a)(1)  Cold-pack  cheese  food  is  the 
food  prepared  by  comminuting  and 
mixing,  without  the  aid  of  heat,  one  or 
more  of  the  optional  cheese  ingredients 
prescribed  in  paragraph  (c)  of  this  sec¬ 
tion.  with  one  or  more  of  the  optional 
dairy  ingredients  prescribed  in  para¬ 
graph  (d)  of  this  section,  into  a  homo¬ 
geneous  plastic  mass.  or  m<H^  of 


the  optional  Ingredients  specified  in 
pcuagraph  (e)  of  this  section  may  be 
used. 

(2)  All  cheeses  used  in  a  cold-pack 
cheese  food  are  made  from  pasteurized 
milk,  or  are  held  for  not  less  than  60 
days  at  a  temperature  of  not  less  than 
35*  F  before  being  c(»nminuted. 

(3)  The  moisture  content  of  a  cold- 
pack  cheese  food  is  not  more  than  44  per¬ 
cent,  and  the  fat  ccmtent  is  not  less  than 
23  percent. 

(4)  Moisture  and  fat  are  determined 
by  the  methods  prescribed  in  9  133.113 
(c) ,  except  that  In  determining  moisture 
the  loss  in  weight  which  occurs  in  drying 
for  5  hours,  under  the  conditions  pre¬ 
scribed  in  such  method,  is  taken  as  the 
weight  of  moisture. 

(5)  The  weight  of  the  cheese  ingredi¬ 
ent  prescribed  by  paragraph  (a)  (1)  of 
this  section  constitutes  not  less  than  51 
percent  of  the  weight  of  the  finished 
cold-pack  cheese  food. 

(6)  The  weight  of  each  variety  of 
cheese  in  the  cold -pack  cheese  food  made 
with  two  vsu'ietles  of  cheese  is  not  less 
than  25  percent  of  the  total  weight  of 
both,  except  that  the  weight  of  blue 
cheese,  nuworld  cheese,  roquefort  cheese, 
gorgonzola  cheese,  or  llmburger  cheese 
is  not  less  than  10  percent  of  the  total 
weight  of  both.  The  weight  of  each  va¬ 
riety  of  cheese  in  the  cold-pack  cheese 
food  made  with  three  or  more  varieties 
of  cheese  is  not  less  than  IS  percent  of 
the  total  weight  of  aU.  except  that  the 
weight  of  blue  cheese,  nuworld  cheese, 
roquefort  cheese,  gorgcmzola  cheese,  or 
llmburger  cheese  is  not  less  than  5  per¬ 
cent  of  the  total  weight  of  all.  These 
limits  do  not  apply  to  the  quantity  of 
Cheddar  cheese,  washed  curd  cheese, 
colby  cheese,  and  granular  cheese  in  mix¬ 
tures  which  are  designated  as  “American 
cheese”  as  prescribed  in  paragraph  (h) 
(5)  of  this  sectimi.  Such  mixtures  are 
considered  as  one  variety  of  cheese  for 
the  purposes  of  this  paragraph  (a)  (6) . 

(b)  Cold-pack  cheese  food  may  be 
smoked,  or  the  cheese  or  cheeses  from 
which  it  is  made  majr  be  smoked,  before 
comminuting  and  mixing,  or  it  may  con¬ 
tain  substances  prepared  by  condensing 
or  precipitating  wood  smoke. 

(c)  The  optional  cheese  ingredients 
referred  to  in  paragraph  (a)  of  this  sec¬ 
tion  are:  One  or  more  cheeses  of  the 
same  or  two  or  more  varieties,  except 
that  cream  cheese,  neufchatel  cheese, 
cottage  cheese,  creamed  cottage  cheese, 
cook  cheese,  and  skim-milk  cheese  for 
manufacturing  are  not  used,  and  except 
that  semlsoft  part-skim  cheese,  part- 
skim  spiced  cheese,  and  hard  grating 
cheese  may  not  be  used,  alone  or  in 
combination  with  each  other,  as  the 
cheese  ingredient. 

(d)  The  optional  dairy  ingredients  re¬ 
ferred  to  in  paragraph  (a)  of  this  sec¬ 
tion  are:  Cream,  milk,  nkitn  milk,  butter¬ 
milk,  cheese  whey,  any  of  the  foregoing 
from  which  part  of  the  water  has  been 
removed,  anhydrous  milkfat,  dehydrated 
cream,  skim  milk  cheese  for  manufac¬ 
turing.  and  albumin  from  cheese  whey. 
All  (H>tional  dairy  ingredients  used  in 
cold-pack  cheese  food  are  pc^teurized  or 


made  from  products  that  have  been 
pasteurized. 

(e)  The  other  optional  ingredients  re¬ 

ferred  to  in  paragraph  (a)  of  this  sec¬ 
tion  are:  ' 

(1)  An  acidifying  agent  consisting  of 
one  or  any  mixture  of  two  or  more  of  the 
following:  A  vinegar,  lactic  acid,  citric 
acid,  acetic  acid,  and  phosphoric  acid, 
in  such  quantity  that  the  pH  of  the  fin¬ 
ished  cold -pack  cheese  food  is  not  below 
4.5. 

(2)  Water. 

(3)  Salt. 

(4)  Harmless  artificial  coloring. 

(5)  Spices  or  fiavorlngs,  other  than 
any  which  singly  or  in  combination  with 
other  ingredients  simulate  the  fiavor  of 
cheese  of  any  age  or  variety. 

(6)  A  sweetening  a^ent  consisting  of 
one  or  any  mixture  of  two  or  more  of  the 
following:  Sugar,  dextrose,  com  sugar, 
com  sirup,  com  sirup  solids,  glucose 
sirup,  glucose  simp  solids,  maltose,  malt 
simp,  and  hydrolyzed  lactose,  in  a  quan¬ 
tity  necessary  for  seasoning. 

(7)  Cold -pack  cheese  food  in  con- 
siuner-sized  packages  may  contain  an 
optional  mold-inhibiting  Ingredient  con¬ 
sisting  of  sorbic  acid,  potassium  sorbate. 
sodium  sorbate,  or  any  combination  of 
two  or  more  of  these,  in  an  amoimt  not  to 
exceed  0.3  percent  by  weight,  calculated 
as  ^bic  acid  or  consisting  of  not  more 
than  0.3  percent  by  weight  of  sodium 
propionate,  calcium  propionate,  (h*  a 
cmnbinatkm  of  sodium  propicmate  and 
calcium  pr(H>ionate. 

(8)  In  the  preparation  of  cold-pack 
cheese  food,  guar  g\im,  or  xanthan  gum, 
or  both  may  be  used,  but  the  total  quan¬ 
tity  of  such  ingredient  or  combination  is 
not  to  exceed  0.3  percent  of  the  weight 
of  the  finished  food.  When  one  or  both 
such  optional  ingredients  is  used,  dioctyl 
sodium  sulfosucclnate  complying  with 
the  requirements  of  §  172.810  of  this 
chapter  may  be  used  in  a  quantity  not  in 
excess  of  0.5  percent  by  weight  of  such 
ingredient  or  ingredients. 

(f )  The  name  of  the  food  is  “cold-pack 
cheese  food”.  The  full  name  of  the  food 
shall  appear  on  the  principal  display 
panel  of  the  label  in  type  of  uniform 
size,  style,  and  color.  Wherever  any  word 
or  statement  emphasizing  the  name  of 
any  ingredient  appears  on  the  label 
(other  than  la  an  ingredient  statement 
as  siiecified  in  paragraph  (h)  of  this 
section)  so  conspicuously  as  to  be  easily 
seen  under  customary  conditions  of  pur¬ 
chase,  the  full  name  of  the  food 
immediately  and  conspicuously  precede 
or  follow  such  word  or  statement  in  type 
of  at  least  the  same  size  as  the  type 
used  in  such  word  or  statement. 

(g)  The  name  of  the  food  shall  include 
a  declaration  of  any  flavoring',  including 
smoke  and  substances  prepared  by  con¬ 
densing  or  precipitating  wood  smoke^ 
that  characterizes  the  product  as  speci¬ 
fied  in  i  101.22  of  this  chapter  and  a  dec¬ 
laration  of  any  spice  that  characterizes 
the  product  * 

(h)  The  common  name  of  each  of  the 
Ingredients  used  shall  be  declared  on  the 
label  as  required  by  the  applicable  sec- 
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tions  of  Part  101  of  this  chapter,  except 
that: 

(1)  Plastic  cream  and  dried  cream 
may  be  declared  as  “cream”. 

(2)  Concentrated  milk  and  dried  milk 
may  be  declared  as  “milk”. 

(3)  Concentrated  skim  milk  and  non¬ 
fat  dry  milk  may  be  declared  as  “skim 
milk”. 

(4)  Cheese  whey,  concentrated  ch^se 
whey,  and  dried  cheese  whey  may  be 
declared  as  “whey”. 

(5)  If  the  cheese  ingredient  contains 
Cheddar  cheese,  washed  cheese,  colby 
cheese,  granular  cheese,  or  any  mixture 
of  two  or  more  of  these,  such  cheese  or 
such  mixture  may  be  designated  as 
“American  cheese”. 

§  133.125  Cold'pack  cheet«e  ff>od  >*ith 
fruits,  vegetables,  or  meats. 

(a)  Cold-pack  cheese  food  with  fruits, 
vegetables,  or  meats  or  mixtures  of  these 
is  the  food  which  conforms  to  the  defi¬ 
nition  and  standard  of  identity,  and  is 
subject  to  the  requirements  for  label 
statement  of  optional  ingredients,  pre¬ 
scribed  for  cold-pack  cheese  food  by 
§  133.124,  except  that: 

(1)  Its  milk  fat  content  is  not  less 
than  22  percent. 

(2)  It  contains  one  or  any  mixture  of 
two  or  more  of  the  following:  Any  prop¬ 
erly  prepared  fresh,  cooked,  canned,  or 
dried  vegetable;  any  properly  prepared 
cooked  or  canned  meat. 

(3)  When  the  added  fruits,  vegetables, 
or  meats  contain  fat,  the  method  pre¬ 
scribed  for  the  determination  of  fat  by 
§  133.113(c)  is  not  applicable. 

(b)  The  name  of  a  cold-pack  cheese 
food  with  fruits,  vegetables  or  meats  is 

“Cold-pack  cheese  food  with _ ”. 

the  blank  being  filled  in  with  the  com¬ 
mon  or  usual  name  or  names  of  the 
fruits,  vegetables,  or  meats  used,  in  order 
of  predominance  by  weight. 

§  133.127  Cook  cheese,  kc»ch  kaese. 

(a)  Cook  cheese,  koch  kaese,  is  the 
food  prepared  from  skim  milk  and 
other  ingredients  specified  in  this  sec- 
tl<Mi  by  the  procedure  set  forth  in  para¬ 
graph  (b)  of  this  section,  or  by  another 
procedure  which  produces  a  finished 
cheese  having  the  same  physical  and 
chemical  pit^Jerties  as  the  cheese  pro¬ 
duced  when  the  procedure  set  forth  in 
paragraph  (b)  of  this  section  is  used. 
It  contains  not  more  than  80  percent 
moisture  as  determined  by  the  method 
therefor  prescribed  in  §  133.113(c). 
When  tested  for  phosphatase  by  the 
method  prescribed  in  §  133.113(f),  0.25 
gram  of  cook  cheese  shows  a  phenol 
equivalent  of  not  more  than  3  micro¬ 
grams. 

(b)  Skim  milk,  or  the  optional  dairy 
ingredients  specified  in  paragn'aph  (c)  of 
this  sectimi,  xrhich  may  be  pasteurized, 
and  which  may  be  warmed,  are  subjected 
to  the  action  of  harmless  lactic-acid- 
producing  bacteria,  present  in  such  dairy 
ingredients  or  added  thereto.  A  culture 
of  a  harmless  white  mold  may  be  added. 
Sufficient  rennet,  or  other  safe  and 
suitable  millc-clottlng  enzyme  that  pro¬ 
duces  equivalent  curd  formation,  or 
both,  with  or  without  pxulfled  calcium 


chloride  in  a  quantity  not  more  than  0.02 
percent  (calculated  as  anhydrous  cal¬ 
cium  chloride)  of  the  weight  of  the  skim 
milk,  may  be  added  to  aid  in  setting  the 
mix  to  a  semisolid  mass.  The  mass  is 
cut,  stirred,  and  heated,  with  continued 
stirring,  so  as  to  separate  the  curd  and 
whey.  The  whey  is  drained  from  the 
ciu'd,  and  the  curd  is  cured  for  2 
or  3  days.  It  is  then  heated  to  a  tem¬ 
perature  of  not  less  than  180®  P  until 
the  hot  curd  will  drop  from  a  ladle  with 
a  consistency  like  that  of  honey.  The 
hot  cheese  is  filled  into  packages  and 
cooled.  Pasteurized  cream,  salt,  or  car¬ 
away  seed,  or  any  mixture  of  two  or 
more  of  these  may  be  added. 

(c)  The  optional  dairy  ingredients 
referred  to  in  paragraph  (b)  of  this  sec¬ 
tion  are:  Skim  milk  or  concentrated  skim 
milk  or  nonfat  dry  milk  or  a  mixture  of 
any  two  or  more  of  these,  with  water  in  a 
quantity  not  in  excess  of  that  sufficient 
to  reconstitute  any  concentrated  skim 
milk  or  nonfat  dry  milk  used. 

(d)  For  the  purposes  of  this  section, 
“skim  milk”  means  cow’s  milk  from 
W’hich  the  milk  fat  has  been  separated. 

§133.128  Cottage  cheese. 

(a)  Cottage  cheese  is  the  soft  uncured 
cheese  prepared  by  mixing  cottage 
cheese  dry  cimd  with  a  creaming  mix¬ 
ture  as  provided  in  paragrfiph  (b)  of  this 
section.  The  milkfat  content  is  not  less 
than  4  percent  by  weight  of  the  finished 
food,  within  limits  of  good  manufac- 
tiu-lng  practice.  The  finished  food  con¬ 
tains  not  more  than  80  percent  of  mois¬ 
ture,  as  determined  by  the  method  pre¬ 
scribed  in  §  133.129(a). 

(b)  The  creaming  mixture  is  prepared 
from  safe  and  suitable  ingredients  in¬ 
cluding,  but  not  limited  to,  mUk  or  sub¬ 
stances  derived  from  milk.  Any  ingredi¬ 
ents  used  that  are  not  derived  from  milk 
shall  serve  a  useful  function  other  than 
building  the  total  solids  content  of  the 
finished  food,  and  shall  be  used  in  a 
quantity  not  greater  than  is  reasonably 
required  to  accomplish  their  intended 
effect.  The  creaming  mixture  shall  be 
pasteurized;  however,  heat  labile  ingre¬ 
dients,  such  as  bacterial  starters,  may 
be  added  following  pasteurization. 

(c)  The  name  of  the  food  consists  of 
the  following  two  phrases  which  shall 
appear  together: 

(1)  The  words  “cottage  cheese” 
which  shall  appear  in  type  of  the  same 
size  and  style. 

(2)  The  statement  “riot  less  than _ 

percent  milkfat”  or  “ _ percent  milk- 

fat  minimum”,  the  blank  being  filled  in 
with  the  whole  number  that  is  closest 
to,  but  does  not  exceed,  the  actual  fat 
content  of  the  product.  This  statement 
of  fat  content  shall  appear  in  letters  not 
less  than  one-half  of  the  height  of  the 
letters  in  the  phrase  specified  in  para¬ 
graph  (c)(1)  of  this  section,  but  in  no 
case  less  than  one-eighth  of  an  inch  in 
height. 

(d)  When  the  optional  process  de¬ 
scribed  in  8  133.129(b)  (1)  (ii)  or  (iU)  is 
used  to  make  the  cottage  cheese  dry 
curd  used  in  cottage  cheese,  the  labd 
shall  bear  the  statement  “Directly  set” 
or  “Curd  set  by  direct  acldlflcatlMi”. 


Wherever  the  name  of  the  food  appears 
on  the  label  so  conspicuously  as  to  be 
seen  under  customary  conditions  of  pur¬ 
chase,  the  statement  specified  in  this 
paragraph,  showing  the  optional  process 
used,  shall  immediately  and  conspicu¬ 
ously  precede  or  follow  such  name  with¬ 
out  intervening  written,  printed,  or 
graphic  matter. 

(e)  The  common  or  usual  name  of  each 
of  the  ingredients  used  in  the  food  shall 
be  declared  on  the  label  as  required  by 
the  applicable  sections  of  Part  101  of 
this  chapter,  except  that: 

( 1 )  Concentrated  milk,  dried  milk,  and 
reconstituted  milk  prepared  by  addi¬ 
tion  of  water  to  concentrated  milk  or 
dried  milk  may  be  declared  as  “milk”. 

(2)  Concentrated  skim  milk,  nonfat 
dry  milk,  and  reconstituted  skim  milk 
prepared  by  addition  of  water  to  con¬ 
centrated  skim  milk  or  nonfat  dry  miiir 
may  be  declared  as  “skim  milk”. 

(3)  Bacterial  cultures  may  be  de¬ 
clared  by  the  word  “cultiu«d”  follow^ 
by  the  name  of  the  substrate,  e.g., 
“made  from  cultured  skim  milk”. 

(4)  Milk-clotting  enzymes  may  be  de¬ 
clared  by  the  word  “enzymes”. 

§  133.129  Dry  rurd  cottage  cheese. 

(a)  Cottage  cheese  dry  curd  is  the  soft 
uncured  cheese  prepar^  by  the  proce¬ 
dure  set  forth  in  paragraph  (b)  of  this 
section.  The  finished  food  contains  less 
than  0.5  percent  milkfat.  It  contains  not 
more  than  80  percent  of  moisture,  as 
determined  by  the  method  prescribed 
under  “Moisture — Official,”  on  page  272 
of  “Official  Methods  of  Analysis  of  the 
Association  of  Official  Analytical  Chem¬ 
ists,”  Eleventh  Edition  (1970).* 

(b)  (1)  One  or  more  of  the  dairy  in¬ 
gredients  specified  in  paragraph  (b)  (2) 
of  this  section  is  pasteurized;  calciiun 
chloride  may  be  added  in  a  quantity  of 
not  more  than  0.02  percent  (calculated 
as  anhydroiis  calcium  chloride)  of  the 
weight  of  the  mix;  thereafter  one  of  the 
following  methods  is  employed: 

(i)  Harmless  lactic -acid-producing 
bacteria,  with  or  without  rennet  and/or 
other  safe  and  suitable  milk-clotting 
enzyme  that  produces  equivalent  curd 
formation,  are  added  and  it  is  held  imtil 
it  becomes  coagulated.  The  coagulated 
mass  may  be  cut;  it  may  be  warmed;  it 
may  be  stirred;  it  is  then  drained.  The 
curd  may  be  washed  with  water  and 
further  drained;  it  may  be  pressed, 
chilled,  worked,  seasoned  with  salt;  or 

(ii)  Food  grade  phosphoric  acid,  lactic 
acid,  citric  acid,  or  hydrochloric  acid, 
with  or  without  rennet  and/or  other  safe 
and  suitable  milk-clotting  enzyme  that 
produces  equivalent  curd  formation,  is 
added  in  such  amount  as  to  reach  a  pH 
of  between  4.5  and  4.7;  coagulation  to  a 
firm  cimi  is  achieved  while  heating  to  a 
maximum  of  120®  F  without  agitation 
during  a  continuous  process.  The  coagu¬ 
lated  mass  may  be  cut;  it  may  be 
warned;  it  may  be  stirred;  it  is  then 
drained.  The  curd  is  washed  with  water, 
stirred,  and  further  drained.  It  may  be 
pressed,  chilled,  woiked,  seasoned -with 
salt. 

(iii)  Food  grade  acids  as  provided 
in  paragraph  (b)(1)  (ii)  of  this  section. 
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D-Glucono-delta-lactone  with  or  with¬ 
out  rennet,  and/or  other  safe  and  suit¬ 
able  milk  clotting  enzyme  that  produces 
equlval^t  curd  formatlMi.  are  added  In 
such  amounts  as  to  reach  a  final  pH 
value  In  the  range  of  4.5-4.8,  and  It  Is 
held  until  It  becomes  coagifiated.  The 
coagulated  mass  may  be  cut;  it  may  be 
warmed;  it  may  be  stirred;  It  is  then 
drained.  The  ciurd  Is  then  washed  with 
water,  and  further  drained.  It  msiy  be 
prised,  chilled,  worked,  and  seasoned 
with  salt. 

(2)  The  dairy  ingredients  referred  to 
In  paragraph  (b)  (1)  of  this  section 
are  sweet  skim  milk,  concentrated  skim 
milk,  and  nonfat  dry  milk.  If  concen¬ 
trated  skim  milk  or  nonfat  dry  milk  is 
used,  water  may  be  added  in  a  quantity 
not  in  excess  of  that  removed  when  the 
5Jtim  milk  was  concentrated  or  dried. 

(3)  For  Uie  purposes  of  this  section 
the  term  “skim  milk”  means  the  milk  of 
cows  from  which  the  milk  fat  has  been 
separated,  and  “concentrated  skim  milk” 

"  means  skim  milk  from  which  a  portion 
of  the  water  has  been  removed  by  evapo¬ 
ration.- 

(c)  The  name  of  the  food  consists  of 
the  following  two  phrases  which  shall 
appear  together: 

(1)  The  words  “cottage  cheese  dry 
curd”  or  alternatively  “dry  curd  cottage 
cheese”  which  shall  all  appear  in  type 
of  the  same  size  and  style. 

(2)  The  words  “less  than  Vi%  milk- 
fat”  which  shall  all  appear  in  letters  not 
less  than  one-half  of  the  height  of  the 
letters  in  the  phrase  specified  in  para¬ 
graph  (c)  (1)  of  this  section,  but  in  no 
case  less  than  one-eighth  of  an  inch  in 
height. 

(d)  When  either  of  the  optional  proc¬ 
esses  described  in  paragraph  (b)(1) 
(il)  or  (lil)  of  this  section  is  used  to 
make  cottage  cheese  dry  curd,  the  label 
shall  bear  the  statement  “Directly  set” 
or  “Curd  set  by  direct  acidification”. 
Wherever  the  name  of  the  food  appears 
on  the  label  so  conspicuously  as  to  be 
seen  imder  customary  conditions  of 
purchase,  the  statement  specified  in  this 
paragraph,  showing  the  optional  process 
used,  shall  immediately  and  conspicu¬ 
ously  precede  or  follow  such  name  with¬ 
out  intervening  written,  printed,  or 
graphic  matter. 

(e)  The  ccmunon  or  usual  name  of 
each  of  the  ingredients  used  in  the  food 
shall  be  declared  on  the  label  as  required 
by  the  applicable  sections  of  Part  101  of 
this  chapter,  except  that: 

(1)  Concentrated  skim  milk,  nonfat 
dry  milk,  and  reconstituted  skim  milk 
prepared  by  addition  of  water  to  con¬ 
centrated  skim  milk  or  nonfat  dry  milk 
may  be  declared  as  “skim  milk”. 

(2)  Bacterial  cultures  may  be  de¬ 
clared  by  the  word  “cultured”  followed 
by  the  name  of  the  substrate,  e.g.,  “made 
from  cultured  skim  milk”. 

(3)  Milk-clotting  enzymes  may  be  de¬ 
clared  by  the  word  “enzymes”. 

§133.131  Liowfat  rotlage  chcesr. 

I/>wfat  cottage  cheese  is  the  food  pre¬ 
pared  from  the  same  Ingredients  and  in 
the  same  manner  prescribed  In  i  133.128 
fw  cottage  cheese  and  complies  with  an 
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the  provisions  of  S  133.128  (including  re¬ 
quirements  for  the  label  statement  of 
optional  ingredients) ,  except  that: 

(a)  Its  content  of  mllkfat  is  not  less 
than  0.5  percent  and  not  more  than  2 
percent  by  weight,  within  ^limits  of  good 
manufacturing  practice. 

(b)  Its  moisture  content  is  not  more 
than  82.5  percent. 

(c)  The  name  of  the  food  consists  of 
the  following  two  phrases  which  shall 
appear  together: 

(1)  The  words  “lowfat  cottage  cheese” 
which  shall  appear  in  t3T?e  of  the  same 
size  and  style. 

(2)  The  words  “ _  %  milkfat”, 

the  blank  being  filled  in  with  the  frac¬ 
tion  “*/2”  or  multiple  thereof  closest  to 
the  actual  fat  content  of  the  product. 
This  statement  of  fat  content  shall  ap¬ 
pear  in  letters  not  less  than  one-half  of 
the  height  of  the  letters  in  the  phrase 
specified  in  paragraph  (c)(1)  of  this 
section,  but  in  no  case  less  than  one- 
eighth  of  an  inch  in  height. 

§  133.133  Craim  rhrMC. 

(a)  Cream  cheese  is  the  soft  uncured 
cheese  prepared  by  the  procedure  set 
forth  in  paragraph  (b)  of  this  section. 
The  finished  cream  cheese  contains  not 
less  than  33  percent  of  milk  fat  and  not 
more  than  55  percent  of  moisture,  as  de¬ 
termined,  respectively  by  the  methods 
prescribed  xmder  “Pat — OfiBcial”  on  page 
302  and  under  “Molstme — Official”  on 
page  301  of  “Official  and  Tentative 
Methods  of  Anahrsis  of  the  Association 
of  Official  Agricultural  Chemists.”  Fifth 
Edition,  1940.  (These  methods  appear  in 
the  10th  edition,  1985,  p.  248,  sec.  15.164; 
p.  247,  sec.  15.157,  respectively.) 

(b) (1)  One  or  a  mixture  of  two  or 
more  of  the  dairy  ingredients  specified  in 
paragraph  (b)  (3)  of  this  section  is  pas- 
teiuized  and  may  be  homogenized.  TO 
such  Ingredient  or  mixture  harmless 
lactic-acid-producing  bacteria,  with  or 
without  rennet,  or  other  safe  and  suita¬ 
ble  milk-clotting  enzyme  that  produces 
equivalent  curd  formation,  or  both,  are 
added  and  it  is  held  until  it  becomes 
coagulated.  The  coagulated  mass  may  be 
warmed;  it  may  be  stirred;  it  is  then 
drained.  The  moisture  content  may  be 
adjusted  wlUi  cheese  whey,  concentrated 
cheese  whey,  dried  cheese  whey,  or  re¬ 
constituted  cheese  whey  prepar^  by  ad¬ 
dition  of  water  to  concentrated  cheese 
whey  or  dried  cheese  whey.  The  curd 
may  be  pressed,  chilled,  worked,  sea¬ 
soned  with  salt;  it  may  be  heated,  with 
or  without  addition  of  one  or  more  of 
the  dairy  ingredients  spectQed  in  para- 
grsqih  (b)  (3)  of  this  section,  tmtil  it  be¬ 
comes  fiuld,  and  it  may  then  be  homog¬ 
enized  or  otherwise  mixed. 

(2)(1)  In  the  preparation  of  cream 
cheese,  one  or  any  mixture  of  two  or 
more  of  the  optional  ingredients  gum 
karaya,  gum  tragacanth,  carob  bean 
giun,  guar  gum,  carrageenan,  gelatin, 
algln  (sodium  alginate),  propylene  gly¬ 
col  alginate,  or  xanthan  gum  may  be 
used;  but  the  quantity  of  any  such  in¬ 
gredient  or  mixture  is  such  that  the  total 
weight  of  solids  contained  therein  is  not 
more  than  0.5  percent  by  weight  of  the 
finished  cream  cheese. 
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(ii)  When  one  or  more  of  the  optional 
ingredients  in  paragraph  (b)  (2)  (i)  of 
this  section  are  used,  dloctyl  sodium  sul- 
fosucdnate  conrnljring  with  the  require¬ 
ments  of  §  172.no  of  this  chapter  may 
be  used  in  a  quantity  not  in  excess  of  0.5 
percent  by  weight  of  such  ingredients. 

(3)  The  dairy  ingredients  referred  to 
in  paragraph  (b)(1)  of  this  section  are 
cream,  plastic  cream,  milk,  skim  milk, 
concentrated  milk,  concentrated  skim 
milk,  and  nonfat  dry  milk.  If  concen¬ 
trated  milk,  concentrated  skim  milk,  or 
nonfat  dry  milk  is  used,  water  may  be 
added  in  a  quantity  not  in  excess  of  that 
removed  when  the  milk  or  skim  milk 
was  concentrated  or  dried. 

(4)  For  the  purposes  of  this  section, 
the  term  “milk”  means  sweet  milk  of 
cows,  “skim  milk”  means  milk  from 
which  the  milk  fat  has  been  separated, 
and  “concentrated  skim  milk”  means 
skim  milk  from  which  a  portion  of  the 
water  has  been  removed  by  evaporation. 

(c)  When  used  in  the  food,  ^t.  bac¬ 
terial  culture,  and  enz3mies  as  provided 
for  in  paragraph  (b)(1)  of  this  section 
and  each  of  the  ingredients  listed  in 
paragraph  (b)  (2)  and  (3)  of  this  section 
shall  be  declared  by  common  name  on 
the  label  as  required  by  the  applicable 
sections  r'  Part  101  of  this  chapter  ex¬ 
cept  tha^. 

(1)  Any  cream  as  defined  in  Part  131 
of  this  chapter  and  plastic  cream  may 
be  declared  as  "cream”. 

(2)  Concentrated  milk  and  reconsti¬ 
tuted  milk  prepared  by  addition  of  water 
to  concentrated  milk  may  be  declared  as 
“milk”. 

(3)  Concentrated  skim  mOk.  nonfat 
dry  milk,  and  reconstituted  skim  milk 
prepared  by  addition  of  water  to  concen¬ 
trated  skim  milk  or  nonfat  dry  milk  may 
be  declared  as  “skim  milk”. 

(4)  Bacterial  cultures  may  be  declared 
as  “cheese  culture”  or  by  the  word  “cul¬ 
tured”  followed  by  the  name  of  the  sub¬ 
strate,  e.g.,  “made  frwn  cultured  cream". 

(5)  Milk  clotting  enzymes  may  be  de¬ 
clared  by  the  word  “enzymes”. 

§  133.134  Cream  rheese  with  other 
foods. 

(a)  Cream  cheese  with  other  foods  is 
the  class  of  foods  each  of  which  is  pre¬ 
pared  by  mixing,  with  or  without  the  aid 
of  heat,  cream  cheese  with  one  or  a 
mixture  of  two  or  more  properly  pre¬ 
pared  foods  (except  other  cheeses) .  such 
as  fresh,  cooked,  canned,  or  dried  fruits 
or  vegetables;  cooked  or  canned  meats; 
relishes,  pickles,  or  other  foods  suitable 
for  blending  with  cream  cheese.  The 
amount  of  the  added  food  or  foods  must 
be  sufficient  to  so  differentiate  the  mix- 
ttire  that  it  does  not  simulate  cream 
cheese.  The  mixture  may  also  contain; 

(1)  (i)  One  or  any  mixture  of  two  or 
more  of  the  following  optional  ingredi¬ 
ents:  Oum  karaya,  gum  tragacanth, 
carob  bean  gum,  gelatin,  guar  gum,  so¬ 
dium  carboxymethylcellulose  (cellulose 
gum),  carrageenan,  oat  gum.  algin  (so¬ 
dium  alginate),  propylene  glycol  algi¬ 
nate,  or  xanthan  gum.  The  total  quan¬ 
tity  of  any  such  substances,  Includlnff 
that  contained  in  the  cream  cheese,  ts 
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not  more  than  0.8  percent  by  weight  of 
the  finished  food. 

(ii)  When  one  or  more  of  the  optional 
ingredients  in  paragr^h  (a)  (1)  (i)  of 
this  section  are  used,  dioctyl  sodium  sul- 
fosuccinate  ccxnplying  with  the  require¬ 
ments  of  §  172.810  of  this  chapter  may 
be  used  in  a  quantity  not  in  excess  of 
0.5  percent  by  weight  of  such  ingredients. 

(2)  Artificial  coloring,  unless  such 
addition  conceals  damsige  or  Inferiority 
or  makes  the  finished  food  appear  better 
or  of  greater  value  than  it  is. 

(b)  No  water  other  than  that  con¬ 
tained  in  the  added  food  ingredients  is 
iised,  but  the  moisture  content  of  the 
mixture  in  no  csise  is  more  than  60  per¬ 
cent.  The  milk  fat  is  not  less  than  33 
percent  of  the  percent  by  weight  of  the 
cream  cheese  used,  but  in  no  case  Is  It 
less  than  27  percent  of  the  finished  food. 
Moisture  and  fat  are  determined  by  the 
methods  prescribed  In  $  133.113(c),  ex¬ 
cept  that  when  the  added  food  contains 
fat  the  method  prescribed  for  the  de¬ 
termination  of  fat  is  not  applicable. 

(c)  The  name  of  the  food  Is  “cream 

cheese  with _ ”  or  “cream 

cheese  and _ ”  the  blank  be¬ 

ing  filled  in  with  the  common  names  of 
the  foods  added,  in  order  of  predomi¬ 
nance  by  weight.  Hie  full  name  of  the 
food  shall  appear  on  the  principal  dis¬ 
play  pand  of  the  label  in  type  of  uniform 
size,  style,  and  color.  Wherever  any  word 
or  statanent  emphasizing  the  name  of 
an  ingredient  iqipears  on  the  label  (other 
than  in  an  ingredient  statement  as  speci¬ 
fied  in  paragraiA  (d)  of  this  section)  so 
conspicuously  as  to  be  easily  seen  imder 
customary  conditicms  of  purchase,  the 
full  name  of  the  food  shall  Immediately 
and  conspicuously  precede  or  follow  such 
word  or  statement  in  type  of  at  least  the 
same  size  as  the  type  used  in  such  word  or 
statement. 

(d)  The  common  name  of  each  of  the 
ingredients  used  shall  be  declared  on 
the  label  as  required  by  the  applicable 
sections  of  Part  101  of  this  chapter. 

§  133.136  Washed  curd  and  soaked 
curd  cheese. 

(a)  Washed  curd  cheese,  soaked  curd 
cheese,  is  the  food  prepared  from  milk 
and  other  ingredients  specified  in  this 
section,  by  the  procedure-  set  forth  in 
paragraph  (b)  of  this  section,  or  by  an¬ 
other  procedure  which  produces  a  fin¬ 
ished  cheese  having  the  same  pt^sical 
and  chemical  properties  as  the  cheese 
produced  when  the  procedure  set  forth 
in  paragraph  (b)  of  this  section  is  used. 
It  contains  not  more  than  42  percent  of 
moisture,  and  its  solids  contain  not  less 
than  50  percent  of  milk  fat,  as  deter¬ 
mined  by  the  methods  prescribed  in 
S  133.113(c).  If  the  milk  used  is  not  pas¬ 
teurized,  the  cheese  so  made  is  cured 
at  a  temperature  of  not  less  than  35*  F 
for  not  less  than  60  days. 

(b)  Milk,  which  may  be  pasteurized  or 
clarified  or  both,  and  which  may  be 
warmed,  is  subjected  to  the  action  of 
harmless  lactic-acid-producing  bacteria, 
present  in  such  milk  or  added  thereto. 
Harmless  artificial  c(d(Hlng  may  be  add¬ 
ed.  Sufficient  rennet,  or  other  safe  and 


suitable  milk-clotting  enzyme  that  pro¬ 
duces  equivalent  curd  formation,  or  both, 
with  or  without  purified  calcium  chloride 
in  a  quantity  not  more  than  0.02  percent 
(calculated  as  anhydrous  Calcium  chlo¬ 
ride)  of  the  weight  of  the  milk,  is  added 
to  set  the  milk  to  a  semisolid  mass.  The 
mass  is  so  cut,  stirred,  and  heated  with 
continued  stirring,  as  to  promote  and 
regulate  the  separation  of  whey  and  curd. 
The  w’hey  is  drained  off.  and  the  curd  is 
matted  into  a  cohesive  mass.  The  mass  is 
cut  into  slabs,  which  are  so  piled  and 
handled  as  to  promote  the  drainage  of 
whey  and  the  development  of  acidity.  The 
slabs  are  then  cut  into  pieces,  cooled  in 
water,  and  soaked  therein  untU  the  whey 
is  partly  extracted  and  water  is  ab¬ 
sorbed.  The  curd  is  drained,  salted, 
stirred,  and  pressed  into  forms.  A  harm¬ 
less  preparation  of  enzsunes  of  animal 
or  plant  origin  capable  of  aiding  in  the 
curing  or  development  of  flavor  of 
washed  curd  cheese  may  be  added  during 
the  procedure,  in  such  quantity  that  the 
weight  of  the  solids  of  such  preparation 
is  not  more  than  0.1  percent  of  the  weight 
of  the  milk  used. 

(c)  For  the  purposes  of  this  section: 

(1)  The  word  “milk”  means  cow’s 
milk,  which  may  be  adjusted  by  separat¬ 
ing  part  of  the  fat  therefrom  or  by  add¬ 
ing  thereto  one  or  more  of  the  follow¬ 
ing:  Cream,  skim  milk,  concentrated 
skim  milk,  nonfat  dry  milk,  water  in  a 
quantity  sufficient  to  reconstitute  any 
concentrated  skim  milk  or  nonfat  dry 
milk  used. 

(2)  Milk  shall  be  deemed  to  have  been 
pasteurized  if  it  has  been  held  at  a  tem¬ 
perature  of  not  less  than  143*  F  for  a 
period  of  not  less  than  30  minutes  or  for 
a  time  and  at  a  temperature  equivalent 
thereto  in  phosphatase  destruction. 
Washed  curd  cheese  shall  be  deemed  not 
to  have  been  made  from  pasteurized  milk 
if  0.25  gram,  shows  a  phenol  equivalent  of 
more  than  3  micrograms  when  tested  by 
the  method  prescribed  in  {  133.113(f). 

(3)  During  the  cheese-making  proc¬ 
ess  the  milk  may  be  treated  as  provided 
in  §  133.113(e)  (3). 

(d)  Washed  curd  cheese  in  the  form 
of  slices  or  cuts  in  consumer-sized  pack¬ 
ages  may  contain  an  optional  mold-in¬ 
hibiting  ingredient  consisting  of  sorbic 
acid,  potassium  sorbate,  sodium  sorbate, 
or  any  combinatimi  of  two  or  more  of 
these,  in  an  amoimt  not  to  exceed  0.3 
percent  by  weight,  calculated  as  sorbic 
acid. 

(e)  (1)  If  washed  curd  cheese  in  sliced 
or  cut  form  contains  an  optional  mold- 
inhibiting  ingredient  as  specified  in  para¬ 
graph  (d)  of  this  sectimi,  the  label  shall 

bear  the  statement  “ _ added  to 

retard  mold  growth”  or  “ _ added 

as  a  preservative”,  the  blank  being  filled 
in  with  the  common  name  or  names  of 
the  mold-inhibiting  ingredient  or  in¬ 
gredients  used. 

(2)  Wherever  the  name  of  the  food 
aiH>ears  on  the  label  so  conspicuously  as 
to  be  easily  seen  imder  customary  con- 
diticms  of  purchase,  the  statement  spec¬ 
ified  in  this  section,  showing  the  optional 
Ingr^ent  used,  shall  immediately  and 
conspicuously  precede  or  follow  such 


name,  without  Intervening  written, 
printed,  or  graphic  matter. 

§  133.137  Wa(4ied  rurd  che«^e  for  inan- 
ufarturing. 

Washed  curd  cheese  for  manufactur¬ 
ing  conforms  to  the  definition  and  stand¬ 
ard  of  identity  prescribed  for  washed 
curd  cheese  by  )(  133.136,  except  that  the 
milk  is  not  pasteurized,  curing  is  not  re¬ 
quired,  and  the  provisions  of  paragraph 
(d)  of  that  section  do  not  apply. 

§133.138  Edam  rheefie. 

(a)  Edam  cheese  is  the  food  prepared 
from  milk  and  other  ingredients  specified 
in  this  section,  by  the  procedure  set 
forth  in  paragraph  (b)  of  this  section,  or 
by  another  procedure  which  produces  a 
finished  cheese  having  the  same  physical 
and  chemical  properties  as  the  cheese 
produced  when  the  procedure  set  forth  in 
paragraph  (b)  of  this  section  is  used.  It 
contains  not  more  than  45  percent  of 
moisture,  and  its  solids  contain  not  less 
than  40  percent  of  milk  fat.  as  deter¬ 
mined  by  the  methods  prescribed  in 
S  133.113(c).  If  the  milk  used  is  not 
pasteurized,  the  cheese  so  made  is  cured 
at  a  temperature  of  not  less  than  35*  F 
for  not  less  than  60  days.  Edam  cheese 
is  made  in  ball  or  loaf  shapes,  and  the 
surface  is  covered  with  a  paraffin  or  other 
tightly  adhering  coating.  The  covering 
or  coating  may  be  natural  in  color  or  may 
be  colored  red  or  any  other  color. 

(b)  Milk,  which  may  be  pasteurized  or 
clarified  or  both,  and  which  may  be 
warmed,  is  subjected  to  the  action  of 
harmless  lactic-acid-produclng  bacteria, 
present  in  such  milk  or  added  thereto. 
Harmless  krtificial  coloring  may  be 
added.  Sufficient  rennet,  or  other  safe 
and  suitable  milk-clotting  enzyme  that 
produces  equivalent  curd  formation,  or 
both,  with  or  without  purified  calcium 
chloride  in  a  quantity  not  more  than  0.02 
percent  (c^culated  as  anhydrous  cal¬ 
cium  chloride)  of  the  weight  of  the  milk, 
is  added  to  set  the  milk  to  a  semlsolld 
mass.  After  coagulation  the  mass  is  cut 
into  small  cube-shaped  pieces  with  sides 
approximately  %-inch  long.  The  mass  is 
stirred  and  heated  to  about  90*  F.  and  so 
handled  by  further  stirring,  heating,  di¬ 
lution  with  water  or  salt  brine,  and  salt¬ 
ing  as  to  promote  and  regulate  the  sepa¬ 
ration  of  curd  and  whey.  When  the  de¬ 
sired  curd  is  obtained,  it  is  transferred 
to  forms  permitting  drainage  of  whey. 
During  drainage  the  curd  is  pressed  and 
turned.  After  drainage  the  curd  is  re¬ 
moved  from  the  forms  and  is  salted  and 
cured.  A  harmless  preparation  of  en¬ 
zymes  of  animal  or  plant  origin  capable 
of  aiding  in  the  curing  or  development  of 
flavor  of  edam  cheese  may  be  added  dur¬ 
ing  the  procedure,  in  such  quantity  that 
the  weight  of  the  solids  of  such  prepara¬ 
tion  is  not  more  than  0.1  perefent  of  the 
weight  of  the  milk  used. 

(c)  For  the  purposes  of  this  section: 

(1)  The  word  “milk”-  means  cow’s 

milk,  which  may  be  adjusted  by  separat¬ 
ing  part  of  the  fat  therefrmn  or  by  add¬ 
ing  thereto  one  or  more  of  the  following: 
Cream,  skim  milk,  ccmcentrated  skim 
milk,  nonfat  dry  milk,  water  in  a  quan- 
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tity  sufficient  to  reccmstitute  any  con¬ 
centrated  skim  milk  or  nonfat  dry  milk 
used. 

(2)  Milk  shall  be  deemed  to  have  been 
pasteurized  if  it  has  been  held  at  a  tem¬ 
perature  of  not  less  than  143*  F  for  a 
period  of  not  less  than  30  minutes,  or 
for  a  time  and  at  a  temperature  equiva¬ 
lent  thereto  in  phosphatase  destruction. 
Edam  cheese  shall  be  deemed  not  to 
have  been  made  from  pasteurized  milk 
if  0.25  gram  shows  a  phenol  equivalent  of 
more  than  3  micrograms  when  tested  by 
the  method  prescribed  in  §  133.113(f). 

(d)  Edam  cheese  in  the  form  of  slices 
or  cuts  in  consiuner-sized  packages  may 
contain  an  optional  mold-inhibiting  in¬ 
gredient  consisting  of  sorbic  acid,  potas¬ 
sium  sorbate,  soduim  sorbate,  or  any 
combination  of  tw’o  or  more  of  these,  in 
an  amount  not  to  exceed  0.3  percent  by 
weight,  calculated  as  sorbic  acid. 

(e) (1)  If  edam  cheese  in  sliced  or  cut 
form  contains  an  optional  mold-inhibit¬ 
ing  ingredient  as  specified  in  paragraph 
(d)  of  this  section,  the  label  shall  bear 

the  statement  “ _ added  to  retard 

mold  growth”  or  “ - added  as  a 

perservative”,  the  blank  being  filled  in 
with  the  common  name  or  names  of  the 
mold-inhibiting  ingredient  or  ingredients 
used. 

(2)  Wherever  the  name  of  the  food 
appears  on  the  label  sp  ccmsplcuously  as 
to  be  easily  seen  under  customary  con¬ 
ditions  of  purchase,  the  statement  speci¬ 
fied  in  this  section,  showing  the  optional 
ingredient  used,  shall  immediately  and 
conspicuously  precede  or  follow  such 
name  without  intervening  written, 
printed,  or  graphic  matter. 

§  133.140  CamnioloKl  cheese. 

(a)  Gammelost  cheese  is  the  food  pre¬ 
pared  from  the  skim  milk  of  cows  and 
the  other  ingredients  specified  in  this 
section,  by  the  procedure  set  forth  in 
paragraph  (b)  of  this  section.  It  con¬ 
tains  not  more  than  52  percent  of  mois¬ 
ture,  as  determined  by  the  method 
prescribed  in  §  133.113(c). 

(b)  Skim  milk,  which  may  be  pas- 
teiu-ized,  is  subjected  to  the  action  of 
harmless  lactic-acid-producing  bacteria, 
present  in  such  skim  milk  or  added 
thereto.  The  development  of  acidity  is 
continued  imtil  the  skim  milk  coagulates 
to  a  semisolid  mass.  The  mass  is  stirred 
and  heated  until  a  temperature  of  about 
145*  F  is  reached,  and  is  held  at  that 
temperature  for  not  less  than  >/2  hour. 
The  whey  is  drained  off  and  the  curd 
removed  and  placed  in  forms  and  pressed. 
The  shaped  curd  is  placed  in  whey  and 
heated  for  3  or  4  hoiu^.  It  is  then  re¬ 
moved  from  the  whey  and  may  again  be 
pressed.  It  is  then  stored  imder  condi¬ 
tions  suitable  for  curing. 

§133.141  Gorgonzola  oheeiM*. 

(a)  Gorgonzola  cheese  is  the  food  pre¬ 
pared  from  cow’s  milk  or  goat’s  milk  or 
mixtures  of  these,  and  other  ingredients 
specified  in  this  section,  by  the  procedure 
set  forth  in  paragraph  (b)  of  this  section, 
or  by  another  procedure  which  produces 
a  finished  cheese  having  the  same  physi¬ 
cal  and  chemical  properties  as  the  cheese 


produced  when  the  procedure  set  forth 
in  paragraph  (b)  of  this  section  is  used. 
It  is  characterized  by  the  presence  of 
bluish-green  mold  throughout  the 
cheese.  It  is  made  in  loaves  weighing 
between  14  and  17  pounds.  It  cmtalns 
not  more  than  42  percent  moistxue,  and 
its  solids  contain  not  less  than  50  percent 
milk  fat,  as  deternlined  by  the  methods 
prescribe  in  §  133.113(c).  It  is  not  less 
than  90  days  old 

(b)  Milk,  which  may  be  pasteurized  or 
clarified  or  both,  which  may  be  warmed, 
and  which  may  be  homogenized,  is  sub¬ 
jected  to  the  action  of  harmless  lactic- 
acid-producing  bacteria,  present  in  such 
milk  or  added  thereto.  Harmless  artifi¬ 
cial  green  or  blue  coloring  in  a  quantity 
which  neutralizes  any  natural  yellow 
coloring  in  the  curd  may  be  added.  Suf¬ 
ficient  rennet,  or  other  safe  and  suitable 
milk-clotting  enzyme  that  produces 
equivalent  curd  formation,  or  both,  with' 
or  without  purified  calcium  chloride  in  a 
quantity  not  more  than  0.02  percent 
(calculated  as  anhydrous  calcium  chlo¬ 
ride)  of  the  weight  of  the  milk,  is  added 
to  set  the  milk  to  a  semisolid  mass.  ITie 
mass  is  cut  into  smaller  portions  and  al¬ 
lowed  to  stand  for  a  time.  The  mixed 
curd  and  whey  is  placed  into  forms  per¬ 
mitting  further  drainage.  While  being 
placed  in  forms,  spores,  of  the  mold  Pen- 
icillium  roguefortii  are  added.  TTie  forms 
are  turned  several  times  during  drain¬ 
age.  When  sufficiently  drained,  the 
shai}ed  curd  is  removed  from  the  forms 
and  salted  with  dry  salt  or  brine.  Perfo¬ 
rations  are  then  made  in  the  shaped 
curd  and  it  is  held  at  a  temperature  of 
approximately  50*  F,  at  90  to  95  percent 
relative  humidity,  until  the  character¬ 
istic  mold  growth  has  developed.  Dur¬ 
ing  storage  the  surface  of  the  cheese  is 
scraped,  if  necessary,  to  remove  surface 
growth  of  undesirable  microm’ganisms. 
The  rind  of  the  cheese  may  be  coated 
with  a  vegetable  food  fat  or  oil  (which 
may  be  hydrogenated),  or  any  combina¬ 
tion  of  two  or  more  such  articles.  A 
harmless  preparation  of  enzymes  of  ani¬ 
mal  or  plant  origin  capable  of  aiding  in 
the  curing  or  development  of  fiavor  of 
gorgonzola  cheese  may  be  added  during 
the  procedure,  in  such  quantity  that  the 
weight  of  the  solids  of  such  preparation 
is  not  more  than  0.1  percent  of  the  milk 
used. 

(c)  For  the  purposes  of  this  section: 

( 1 )  The  word  “milk”  means  cow’s  milk 
or  goat’s  milk  or  mixtures  of  these. 

(2)  Such  milk  may  be  bleached  by  the 
use  of  benzoyl  peroxide  or  mixture  of 
benzoyl  peroxide  with  potassium  alum, 
calcium  sulfate,  and  magnesium  carbo¬ 
nate.  but  the  weight  of  the  benzoyl  per¬ 
oxide  is  not  more  than  0.002  percent  of 
the  weight  of  the  milk  being  bleached, 
and  the  weight  of  the  potassium  alum, 
calcium  sulfate,  and  magnesium  carbo¬ 
nate.  singly  or  combined.  Is  not  more 
than  six  times  the  weight  of  the  benzoyl 
peroxide  used.  If  milk  is  bleached  in  this 
manner,  vitamin  A  is  added  to  the  curd 
in  such  quantity  as  to  compensate  fw 
the  vitamin  A  or  its  precursors  destroyed 
in  the  bleaching  process,  and  artificial 
coloring  is  not  used. 


FEDERAL  REGISTER,  VOL.  42,  NO.  50 — TUESDAY,  MARCH  1 


(3)  Such  milk  may  be  adjusted  by  sep¬ 
arating  part  of  the  fat  therefrom  or  by 
adding  (me  or  more  of  the  following: 
(In  the  case  of  cow’s  milk)  cream,  cream 
which  has  been  treated  in  the  manner 
provided  in  paragraph  (c)(2)  of  this 
secticm,  concentrated  skim  milk,  non¬ 
fat  dry  milk;  (in  the  case  of  goat’s  milk) 
the  corresponding  products  obtained 
from  goat’s  milk;  water  in  a  quantity 
sufficient  to  reconstitute  any  concen¬ 
trated  skim  milk  or  nonfat  dry  milk 
used. 

(d)  The  f(X)d  may  have  applied  to  its 
surface  an  optional  mold -inhibiting  in¬ 
gredient  consisting  of  sorbic  acid,  potas¬ 
sium  sorbate,  sodium  sorbate,  or  an>' 
combination  of  two  or  more  of  these  in 
an  amount  not  to  exceed  0.3  percent  by 
weight,  calculated  as  sorbic  acid. 

(e)  (1)  If  the  milk  used  is  bleached, 
the  label  shall  bear  the  statement  “milk 
bleached  with  benzoyl  peroxide”. 

(2)  If  the  fcKxl  ccmtains  an  optional 
mold-inhibiting  ingredient  as  specified 
in  paragraph  (d)  of  this  section,  the 

label  shall  bear  the  statement  “ _ 

added  to  retard  surface  mold  growth”  or 

" _ added  as  a  preservative”. 

the  blank  being  filled  in  with  the  com¬ 
mon  name  or  names  of  the  mold-inhibit¬ 
ing  ingredient  or  ingredients  used. 

(3)  Whenever  the  name  of  the  food 
appears  on  the  label  so  conspicuously  as 
to  be  easily  seen  under  customary  con¬ 
ditions  of  purchase,  the  words  and  state¬ 
ments  prescribed  in  this  paragraph 
showing  pie  optional  ingredients  used 
shall  immediately  and  conspicuously 
precede  or  follow  such  name  without  in¬ 
tervening  written,  printed,  or  graphic 
matter. 

§  133.142  Coudu  rliee»e. 

Gouda  cheese  conforms  to  the  defini¬ 
tion  and  standard  of  Identity  and  com¬ 
plies  with  the  requirements  for  label 
declaraticm  of  optional  ingredients  pre¬ 
scribed  for  edam  cheese  by  S  133.138.  ex¬ 
cept  that  the  fat  content  of  its  solids  is 
not  less  than  46  percent.  It  is  made  in 
the  shape  of  a  compressed  sphere,  in 
which  the  compressed  sides  are  parallel 
and  fiat.  Hie  surface  may  or  may  not  be 
covered  with  red-colored  paraffin  or  sim¬ 
ilar  tightly  adhering  coating. 

§  133.144  Granular  and  Mlirrcd  curd 
cheese. 

(a)  Granular  cheese,  stirred  curd 
cheese,  is  the  f<xxl  prepared  from  milk 
and  other  ingredients  specified  in  this 
section,  by  the  pnxjedure  set  forth  in 
paragraph  (b)  of  this  section,  or  by  an¬ 
other  procedure  which  produces  a  fin¬ 
ished  cheese  having  the  same  physical 
and  chemical  properties  as  the  cheese 
pr(xluced  when  the  procedure  set  forth 
in  paragr^h  (b)  of  this  section  is  used. 
It  contains  not  more  than  39  percent 
of  moisture,  and  its  solids  contain  not 
less  than  50  percent  of  milk  fat.  as  de¬ 
termined  by,  the  methods  prescribed  in 
S  133.113(c) .  If  the  milk  us^  is  not  pas¬ 
teurized,  the  cheese  so  made  is  cured  at 
a  temperature  of  not  less  than  35*  F  for 
not  less  than  60  days. 

4  b)  Milk,  which  may  be  pasteurized  or 
clarified  or  both,  and  which  may  be 
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warmed,  is  subjected  to  the  action  of 
harmless  lactic-acid-producing  bactola, 
present  in  such  milk  or  added  thereto. 
Harmless  artificial  coloring  may  be 
added.  Sufficient  rennet,  or  other  safe 
and  suitable  milk -clotting  enzyme  that 
produces  equivalent  curd  formation,  or 
both,  with  or  without  purified  calcium 
chloride  In  a  quantity  not  more  than  0.02 
percent  (calculated  as  anhydrous  calcliun 
chloride)  of  the  weight  of  the  milk,  is 
added  to  set  the  milk  to  a  semisolid  mass. 
The  mass  Is  so  cut,  stirred,  and  heated 
with  continued  stirring,  as  to  promote 
and  regulate  the  s^aratlon  of  whey  and 
curd.  A  part  of  the  whey  is  drained  off. 
The  curd  is  then  alternately  stirred  and 
drained  to  prev«it  matting  and  to 
remove  whey  from  curd.  The  ciuxl  is 
then  salted,  stirred,  drained,  and  pressed 
into  forms.  A  harmless  in'eparation  of 
enzymes  of  animal  or  plant  origin  capa¬ 
ble  of  aiding  in  the  curing  or  develop¬ 
ment  of  fiavor  of  granular  cheese,  may  be 
added  during  the  procedure,  in  such 
quantity  that  the  weight  of  the  solids  of 
such  preparati(m  is  not  more  than  0.1 
percent  of  the  weight  of  the  milk  used. 

(c)  Fcm*  the  purposes  of  this  section: 

(1)  Hie  word  “milk"  means  cow’s 
milk,  which  may  be  adjusted  by  s^arat- 
Ing  part  of  the  fat  therefrom  or  by 
adding  thereto  (me  or  more  of  the  fol¬ 
lowing:  Cream,  skim  milk,  concentrated 
Rkim  milk,  nonfat  dry  milk,  water  in  a 
quantity  sufficient  to  reconstitute  any 
ccmcentrated  skim  milk  or  nonfat  dry 
milk  use<L 

(2)  Milk  shall  be  deoned  to  have  been 
pasteurized  if  it  has  been  held  at  a 
temperature  of  not  less  than  143*  F 
for  a  perlcxl  of  not  less  than  30  minutes 
or  for  a  time  and  at  a  tonperature  equiv¬ 
alent  thereto  in  pho^hatase  destruction. 
Granular  cheese  shall  be  demed  not  to 
have  been  made  from  pasteurized  milk 
of  0.25  gram  shows  a  liiencd  equivalent  of 
more  than  3  mlcrograms  when  tested  by 
the  method  prescribed  in  i  133.113  (f ) . 

(3)  During  the  cheese-making  imicess 
the  milk  may  be  treated  as  provided  in 
}  133.113(e)  (3). 

(d)  Granular  cheese  in  the  form  of 
slices  or  cuts  in  consmner-sized  pack¬ 
ages  may  contain  an  (vUcmal  mold-in¬ 
hibiting  Ingredtoit  ccmeteting  of  sorbic 
acid,  potassium  sorbate,  sodium  sorbate, 
or  any  ccxnblnatlon  of  two  or  more  of 
these.  In  an  amoimt  not  to  exceed  0.3 
percent  by  weight,  calculated  as  s(»bic 
acid. 

(e)  (1)  If  granular  cheese  in  sliced  ch: 
cut  form  contains  an  optional  mold-in¬ 
hibiting  ingredient  as  ^jeclfled  in  para¬ 
graph  (d)  of  this  section,  the  label  shall 

bear  the  statement  ** _ added 

to  retard  mold  growth”  or  ” _ 

added  as  a  preservative”,  the  blank  be¬ 
ing  filled  in  with  the  common  name  or 
names  of  the  mold-inhibiting  ingredient 
or  ingredients  used. 

(2)  Wherever  ttie  name  of  the  food 
appears  on  the  labd  so  ccmspicuously  as 
to  be  easily  seen  under  customary  (xm- 
ditkms  of  purchase,  the  statemoit  spec¬ 
ified  in  this  section,  showing  the  (^tkmal 
ingredient  used,  shall  tanmedlatedy  and 
conspicuoudy  luecede  or  follow  such 


name,  without  intervening  written, 
prints,  or  graphic  matter. 

§  133.145  Granular  cheeoe  for  manu¬ 
facturing. 

Granular  cheese  for  manufacturing 
conforms  to  the  definition  and  standard 
of  identity  prescribed  for  granular  cheese 
by  §  133.144,  except  that  the  milk  is  not 
pasteurized,  curing  is  not  required,  and 
the  provisions  of  paragraph  (d)  of  that 
section  do  not  apply. 

§  133.146  Crated  cheeses. 

(a)  (1)  Grated  cheeses  are  the  class  of 
tood  prepared  by  grinding,  grating, 
shredding,  or  otherwise  comminuting 
cheese  of  (me  variety  or  a  mixture  ot 
two  or  more  varieties.  The  cheese  varie¬ 
ties  that  may  be  used  are  those  for  which 
definitions  and  standards  of  identity 
have  been  promulgated  pursuant  to  sec¬ 
tion  401  of  the  act,  except  cream  cheese, 
neufchatel  cheese,  cottage  cheese, 
creamed  cottage  cheese,  cook  cheese, 
and  skim  mUk  cheese  for  manufacturing. 
One  or  more  of  the  optional  ingredients 
specified  in  paragraph  (b)  of  this  section 
may  be  use(L 

(2)  Any  cheese  ingredient  used  is 
made  from  pasteurized  milk  or  is  held 
at  a  temperature  of  not  less  than  35*  F 
for  not  less  than  60  days. 

(3)  Ea(di  cheese  ingredient  used  must 
be  present  at  a  level  of  not  less  than  2 
percent  by  weight  of  the  finished  food. 

(4)  m  the  manufacture  of  the  fin¬ 
ished  tood,  moisture  may  be  removed 
fnxn  the  cheese  ingredients  but  no 
moisture  is  added,  except  as  provided  for 
in  paragn^jh  (b)  (1)  of  this  secti(Hi. 

(5)  (1)  The  fat  content  of  the  solids  of 
grated  cheese  made  from  a  single  variety 
of  cheese  is  not  more  than  1  below  the 
minimum  po'centage  prescribed  by  the 
definition  and  standard  of  Identity  for 
the  variety  of  cheese  used. 

(ii)  The  fat  content  of  the  solids  of 
grated  cheeses  made  from  two  or  more 
varieties  of  cheese  is  not  more  than  1 
below  the  arithmetical  average  of  the 
minimum  fat  cont^t  percentages  pre¬ 
scribed  by  the  definiti(ms  and  standards 
of  identity  for  the  varieties  of  cheese 
used,  but  in  no  case  is  the  fat  content 
less  than  31  percent. 

(6)  Moisture  and  fat  in  grated  cheeses 
are  determined  by  the  methods  pre¬ 
scribed  in  S  133.113(c). 

(b)  The  optional  Ingredients  referred 
to  in  paragraph  (a)  ot  this  sectl(m  are: 

(1)  A  mold-inhibiting  ingredient  con¬ 
sisting  of  sorbic  acid,  potassium  sorbate, 
sodium  sorbate,  or  any  c(xnblnati(xi  of 
two  or  more  of  these  in  an  amount  not  to 
exceed  0.3  percent  by  weight  of  the  fin¬ 
ished  fo(xl  calculated  as  sorbic  acid. 
The  salts  of  sorbic  acid  pnnrlded  for 
herein  may  be  applied  in  aqueous  solu- 
ti(m,  the  amount  of  water  used  being  not 
more  than  that  required  tor  application 
of  these  water-soluble  salts  in  accord¬ 
ance  with  go(xl  commercial  practice. 

(2)  An  anticaking  agent  consisting  of 
silicon  dioxide  (complying  with  the  pro- 
vislcms  of  i  172.480  of  this  ch{4>ter) . 
calcium  silicate  (complying  with  the  pro¬ 
visions  of  f  172.410  of  this  chapter) , 


s(xiium  sillcoaluminate,  microcrystalline 
cellulose,  or  any  combination  oi  two  or 
more  of  these  in  an  amount  not  to  ex¬ 
ceed  2  percent  by  weight  of  the  finished 
food. 

(3)  Spices. 

(4)  Safe  and  suitable  flavoring  sub¬ 
stances  other  than  any  which  singly  or 
in  combinati(m  with  other  Ingredients 
simulate  the  flavor  of  cheese  of  any  age 
or  variety. 

(c)  (1)  The  name  of  the  food,  if  it  is 
made  with  only  one  variety  of  cheese, 

is  “grated _ cheese”,  the 

blank  being  filled  in  with  the  name  of  the 
variety  used. 

(2)  The  name  cf  the  f(x>d.  if  the  only 
cheese  ingredients  use(i  are  parmesan 
and  romano  cheese,  each  being  present 
at  a  level  of  not  less  than  25  percent  by 
weight  of  the  finished  f(X)d,  is  “grated 

_ and _ cheese”, 

the  blanks  being  filled  in  with  the  names 
“parmesan”  and  “romano”  in  order  of 
predominance  by  weight  The  varietal 
designation  “regglano”  may  be  used  for 
“parmesan”. 

(3)  The  name  of  the  food,  if  it  is  made 
with  a  mixture  of  cheese  varieties  (not 
inp.iiiding  parmesan  or  nxnano  cheese) 
with  each  of  the  varieties  used  being 
present  at  a  level  of  not  less  than  25  per-, 
cent  of  the  weight  of  the  finished  food.  Is* 

“grated _ cheese”,  the  blank 

being  filled  in  with  the  names  of  the  two 
or  more  varieties  in  order  of  predomi¬ 
nance  by  weight. 

(4)  The  name  of  the  fo(xl.  If  it  is 
made  with  a  mixture  of  cheese  varieties 
in  which  one  or  more  varieties  (not  in¬ 
cluding  parmesan  or  romano  cheese) 
are  each  present  at  a  level  of  not  less 
than  25  percent  by  weight  of  the  finished 
food,  and  one  or  more  other  varieties 
(which  may  Include  parmesan  and  ro¬ 
mano  cheese)  are  each  present  at  a  level 
of  not  less  than  2  parent  but  In  the 
aggregate  not  more  than  10  percent,  is 

“grated _ cheese  with  other 

grated  cheese”  or  “grat^ - 

cheese  with  other  grated  cheeses”,  as 
£q>propriate,  the  blank  being  filled  in  with 
the  name  or  names  of  those  cheese  va¬ 
rieties  present  at  levels  of  not  less  than 
25  percent  by  weight  of  the  finished  food 
in  ordo:  of  predominance,  in  letters  not 
more  than  twice  as  high  as  the  letters  In 
the  phrase  “with  other  grated  cheese(s)  ”, 

(5)  The  name  of  the  food.  If  it  is  made 
with  a  mixture  of  cheese  varieties  other 
than  those  specified  by  paragraphs  (c) 
(2) .  (3) .  and  (4)  of  this  secti(Hi  is  “grated 
cheeses”. 

(6)  The  cheese  variety  names  pre¬ 
scribed  for  use  in  the  name  of  the  fo(xl 
by  paragraphs  (c)  (1).  (2),  (3).  and  (4) 
of  this  section  are  those  specified  by 
applicable  standard  of  Identity  sections 
of  this  part,  excoit  that  the  variety  name 
“American  cheese”  may  be  used  for  Ched¬ 
dar.  washed  ciud,  colby,  or  granular 
cheese.  Any  mixture  of  two  or  more  of 
these  varieties  may,  for  the  purposes  of 
this  section,  be  considered  as  a  single 
variety  with  the  name  “American 
cheese”. 

(7)  If  the  particles  of  cheese  are  in 
the  form  of  cylinders,  shreds,  or  strings. 
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the  word  “shredded”,  or  if  they  are  in  the 
form  of  chips,  the  word  “chipped”  or 
“chopped”,  may  be  used  in  lieu  of  the 
word  “grated”  in  the  specified  name  of 
the  product. 

(d) (1)  If  the  food  contains  an  op¬ 
tional  mold-inhibiting  ingredient  as 
specified  in  paragraph  (b)(1)  of  this  sec¬ 
tion,  the  label  shall  bear  the  statement 

“ _  added  to  retard  mold 

growth”  or  “ _  added  as  a 

preserv'ative”,  the  blank  being  filled  in 
with  the  common  name  or  names  of  the 
mold-inhibiting  ingredients  used. 

(2)  If  it  contains  an  (national  anticak- 
Ing  agent  as  specified  in  paragraph  (b) 

(2)  of  this  section,  the  label  shall  bear 

the  statement  “ _  added  to 

prevent  caking",  the  blank  being  filled  in 
with  the  common  name  or  names  of  the 
anticaking  agents  used. 

(3)  If  it  contains  a  spice  as  specified  in 
paragraph  (b)  (3)  of  this  section,  the 
label  shall  bear  the  statement  “spice 
added”,  “with  added  spice”,  or  “spiced 

with - ”,  the  blank  being  filled 

in  with  the  common  or  usual  name  of  the 
spice  used. 

(4)  If  it  contains  a  flavoring  substance 
as  specified  in  paragraph  (b)  (4)  of  this 
section,  Ux?  label  shall  bear  the  state¬ 
ment  “flavoring  added”,  “with  added 

flavoring”*  or  “flavored  with _ 

_ ”,  the  blank  being  filled  in  with  the 

common  or  usual  name  of  the  flavoring 
used.  If  the  flavoring  used  is  artificial,  the 
word  “artificially”  shall  precede  the 
statement  “flavored  with _ 

(5)  If  the  name  of  one  or  more  vari¬ 
eties  of  cheese  used  in  grated  cheeses 
does  not  appear  as  a  part  of  the  name  of 
the  food,  the  names  of  all  cheese  varieties 
used  shall  be  listed  in  order  of  predom¬ 
inance  by  weight. 

(e)  The  words  and  statements  speci¬ 
fied  in  paragraph  (d)  of  this  section 
showing  the  optional  ingredients  present 
shall  be  listed  on  the  principal  display 
panel  or  panels  or  any  apptxHiriate  infor¬ 
mation  panel  without  obscuring  design, 
vignettes,  or  crowding.  The  declaration 
shall  appear  in  conspicuous  and  easily 
legible  letters  of  boldface  print  or  type 
the  size  of  which  shall  be  not  less  than 
one-half  of  that  required  by  Part  101  of 
this  chapter  for  the  statement  of  net 
quantity  of  contents  iq3pearlng  on  the 
labeL  but  in  no  case  less  than  one-six¬ 
teenth  of  an  inch  in  height  The  entire 
declaration  shall  appear  on  at  least  one 
panel  of  the  label  and  in  lines  generally 
parallel  to  the  base  on  which  the  con¬ 
tainer  rests  as  it  is  designed  to  be  dis¬ 
played. 

§  133.147  Crated  .American  cheese  food. 

(a)(1)  Grated  American  cheese  food 
is  the  food  prepared  by  mixing,  with  or 
without  the  aid  of  heat,  one  or  more  of 
the  optional  cheese  Ingredients  pre¬ 
scribed  in  paragraph  (b)  of  this  section 
with  one  or  more  of  the  optional  ingre¬ 
dients  prescribed  in  paragraph  (c)  of 
this  section,  into  a  uniformly  blended, 
partially  dehydrated,  powdered  or  gran¬ 
ular  mfacttire. 

(2)  Orated  American  cheese  food  con¬ 
tains  not  less  than  23  percent  of  milk 


fat,  as  determined  by  the  methods  pre¬ 
scribed  in  §  133.113(c). 

(b)  The  optional  cheese  ingredients 
referred  to  in  paragraph  (a)  of  this 
section  are  cheddar  cheese,  washed  curd 
cheese,  colby  cheese,  and  granular 
cheese. 

(c)  The  other  optional  ingredients  re¬ 
ferred  to  in  paragraph  (a)  of  this  section 
are: 

(1)  Nonfat  dry  milk. 

(2)  Dried  whey. 

(3)  An  emulsifying  agent  consisting 
of  one  or  any  mixture  of  two  or  more  of 
the  emulsifying  ingredients  named  in 
S  133.173(e)  (1),  in  such  quantity  that 
the  weight  of  the  solids  thereof  is  not 
more  than  3  percent  of  the  weight  of  the 
grated  American  cheese  food. 

(4)  An  acidifying  agent  consisting  of 
one  or  more  of  the  acid-reacting  in¬ 
gredients  named  in  S  133.173(e)(2). 

(5)  Salt. 

(6)  Artificial  coloring. 

(d)  The  name  of  the  food  is  "Orated 
American  cheese  food”.  The  full  name 
of  the  food  shall  appear  on  the  principal 
display  panel  of  the  label  in  type  of  uni¬ 
form  size,  style,  and  color.  Wherever  any 
word  or  statement  emphasizing  the  name 
of  any  ingredient  appears  on  the  label 
(other  than  in  an  ingredient  statement 
as  specified  in  paragraph  (e)  of  this  sec- 

'tion)  so  ccmspicuously  as  to  be  easily 
seen  imder  customary  conditions  of  pvu*- 
chase,  the  full  name  of  the  food  ^all 
immediately  and  conspicuously  precede 
or  follow  such  word  or  statement  in  type 
of  at  least  the  same  size  as  the  type  used 
in  such  word  or  statement. 

(e)  The  common  name  of  each  of  the 
ingredients  used  shall  be  declared  on  the 
label  as  required  by  the  applicable  sec¬ 
tions  of  Part  101  of  this  chapter,  except 
that  Cheddar  cheese,  washed  curd  cheese, 
colby  cheese,  granular  cheese,  or  any 
mixtiire  of  two  or  more  of  these  may  be 
designated  “American  cheese". 

§  133.148  Hard  grating  cheeses. 

(a)  The  cheeses  for  which  definitions 
and  standards  of  identity  are  pre¬ 
scribed  by  this  section  are  hard  grat¬ 
ing  cheeses  for  which  specifically 
applicable  definitions  and  standards  of 
identity  are  not  prescribed  by  other  sec¬ 
tions  of  this  part.  They  are  made  from 
milk  and  the  other  ingredients  specified 
in  this  section,  by  the  procedure  set  forth 
in  paragraph  (b)  of  this  section.  They 
contain  not  more  than  34  percent  of 
moisture,  and  their  solids  contain  not 
less  than  32  percent  of  milk  fat,  as  de¬ 
termined  by  the  methods  prescribed  in 
§  133.113(c).  Hard  grating  cheeses  are 
cured  for  not  less  than  6  months. 

(b)  Milk,  which  may  be  pasteurized 
or  clarified  or  both,  and  which  may  be 
warmed,  is  subjected  to  the  8M;tion  of 
harmless  lactic-acld-produclng  bacteria 
or  other  harmless  flavor-producing  bac¬ 
teria,  present  in  such  milk  or  added 
thereto.  Sufficient  rennet,  rennet  paste, 
extract  of  rennet  paste,  or  other  safe  and 
suitable  milk-clotting  enzyme  that  pro¬ 
duces  equivalent  curd  formation,  singly 
or  in  any  combination  (with  or  without 


purified  calcium  chloride  in  a  quantity 
not  more  than  0.02  percent,  calculated 
as  anhydrous  calcium  chloride,  of  the 
weight  of  the  milk)  is  added  to  set  the 
milk  to  a  semisolid  mass.  Harmless 
artificial  coloring  may  be  added.  The 
mass  is  cut  into  small  particles,  stirred, 
and  heated.  The  curd  is  separated  from 
the  whey,  drained,  shaped  into  forms, 
pressed,  salted,  and  cured.  The  rind  may 
be  colored  or  rubbed  with  vegetable  oil 
or  both.  A  harmless  preparation  of  en¬ 
zymes  of  animal  or  plant  origin  capable 
of  aiding  in  the  curing  or  development  of 
fiavor  of  hard  errating  cheese  may  be 
added  during  the  procedure,  in  such 
quantity  that  the  weight  of  the  solids  of 
such  preparation  is  not  more  than  0.1 
percent  of  the  weight  of  the  milk  used. 

(c)  For  the  purposes  of  this  section, 
the  word  “milk”  means  cow’s  milk  or 
goat’s  milk  or  sheep’s  milk  or  mixtures  of 
two  or  all  of  these.  Such  milk  may  be 
adjusted  by  separating  part  of  the  fat 
therefrom  or  (in  the  case  of  cow’s  milk) 
by  adding  one  or  more  of  the  following: 
Cream,  skim  milk,  concentrated  skim 
milk,  nonfat  dry  milk;  (in  the  case 
of  goat’s  milk)  the  corresponding  prod¬ 
ucts  from  goat’s  milk;  (in  the  case  of 
sheep’s  milk)  the  corresponding  products 
from  sheep’s  milk;  water  in  a  quantity 
sufficient  to  reconstitute  any  such  con¬ 
centrated  or  dried  products  used. 

(d)  Hard  grating  cheeses  in  the  form 
of  slices  or  cuts  in  consiuner -sized  pack¬ 
ages  may  contain  an  (H>tional  mold-in¬ 
hibiting  ingredient  consisting  of  sorbic 
acid,  potassium  sorbate,  sodium  sorbate, 
or  any  combinaticm  of  two  or  more  of 
these,  in  an  amoiuit  not  to  exceed  0.3 
percent  by  weight,  calculated  as  sorbic 
acid. 

(e)  'Ihe  name  of  each  hard  grating 
cheese  for  which  a  definition  and  stand¬ 
ard  of  identity  is  prescribed  by  this  sec¬ 
tion  is  “Hard  grating  cheese”,  preceded 
or  followed  by: 

(1)  The  specific  common  or  usual 
name  of  such  hard  grating  cheese,  if 
any  such  name  has  become  generally 
recognized  therefor;  or 

(2)  If  no  such  specific  common  or 
usual  name  has  become  generally  recog¬ 
nized  therefor,  an  arbitrary  or  fanciful 
name  that  Is  not  false  or  misleading  in 
any  particular. 

(f) (1)  When  mUk  other  than  cow's 

milk  is  used  in  whole  or  in  part,  the 
name  of  the  cheese  includes  the  state¬ 
ment  “made  from _ ”,  the  blank 

being  filled  in  with  the  name  or  names 
of  the  milk  used,  in  order  of  predomi¬ 
nance  by  weight. 

(2)  If  hard  grating  cheeses  in  sliced 
or  cut  form  contain  an  opti<Mial  mold- 
inhibiting  ingredient  as  provided  for  in 
paragraph  (d)  of  this  section,  the  label 

shall  be^  the  statement  “ _ 

added  to  retard  mold  growth”  or 

“ - added  as  a  preservative”, 

the  blank  being  filled  in  with  the  com¬ 
mon  name  or  names  of  the  mold-inhibit¬ 
ing  Ingredient  or  ingredients  used. 

(3)  Wherever  the  name  of  the  food 
appears  on  the  label  so  conspicuously  as 
to  be  easily  seen  under  customary  condi- 
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tions  of  purchase,  the  words  and  state¬ 
ments  prescribed  by  this  section,  show¬ 
ing  the  optional  ingredients  used,  shall 
immediatdy  and  conspicuously  precede 
or  follow  such  name,  without  intervra- 
ing  written,  printed,  or  graphic  matter. 

§  133.149  Gruyere  c!iee».e. 

(a)  Gruyere  cheese  is  the  food  pre¬ 
pared  from  milk  and  other  ingredients 
specified  in  this  section,  by  the  proce¬ 
dure  set  forth  in  paragraph  (b)  of  this 
section,  or  by  another  procedure  which 
produces  a  finished  cheese  having  the 
same  physical  and  chemical  properties 
as  the  cheese  produced  when  the  proce¬ 
dure  set  forth  in  paragraph  (b)  of  this 
section  is  used.  It  contains  not  more  than 
39  percent  of  moisture  and  its  solids  con¬ 
tain  not  less  than  45  percent  of  milk 
fat,  as  determined  by  the  methods  pre¬ 
scribed  in  S  133.113  (c).  It  contains  small 
holes,  or  eyes.  It  has  a  mild  flavor,  due 
in  part  to  the  growth  of  surface-curing 
agents.  It  is  not  less  than  90  days  old. 

(b)  Milk,  which  may  be  pasteurized 
or  clarified  or  both,  and  which  may  be 
warmed,  is  subjected  to  the  action  of 
harmless  lactic-acid -producing  bacteria, 
preset  in  such  milk  or  added  thereto; 
harmless  propi<mic-acld-producing  bac¬ 
teria  may  also  be  added.  SufBcient  ren¬ 
net,  or  other  safe  and  suitable  milk¬ 
clotting  enzyme  that  produces  equiv¬ 
alent  curd  fonnaUon,  or  both,  with  or 
without  purified  calcium  chloride  in  a 
quantity  not  more  than  0.02  percent 
(calculated  as  anhydrous  calcium  chlo¬ 
ride)  of  the  weight  of  the  milk,  is  added 
to  set  the  milk  to  a  semisolid  mass.  The 
mass  is  cut  into  particles  similar  in  size 
to  wheat  kernels.  For  about  30  minutes 
the  particles  are  alternately  stirred  and 
allowed  to  settle.  The  temperature  is 
raised  to  about  126’  F.  Stir^g  is  con¬ 
tinued  imtil  the  curd  becomes  firm.  The 
curd  is  transferred  to  hoops  or  forms, 
and  pressed  until  the  desired  shape  and 
firmness  are  obtained.  The  cheese  is 
surface-salted  while  held  at  a  tempera¬ 
ture  of  48*  F  to  64*  P  for  a  few  days. 
It  is  soaked  for  1  day  in  a  saturated  salt 
solution.  It  is  thm  held  for  3  weeks  in 
a  salting  ctilar  and  wiped  every  2  days 
with  brine  cloth  to  ensive  growth  of  bio¬ 
logical  curing  agents  on  the  rind.  It  is 
then  removed  to  a  heating  room  and  held 
at  progressively  higher  temperatures,  fi¬ 
nally  reaching  65’  F  with  a  relative 
humidity  of  85  to  90  percent,  for  several 
weeks,  during  which  time  small  holes, 
or  so-called  eyes,  form.  The  cheese  is 
then  sUH’ed  at  a  lower  temperature  for 
further  curing.  A  harmless  preparation 
of  enzymes  of  animal  or  plant  origin 
capable  of  aiding  in  the  curing  or  devel¬ 
opment  oi  'fiavor  of  gruyere  cheese  may 
be  added  during  the  procedure,  in  such 
quantity  that  the  weight  of  the  solids 
of  such  preparation  is  not  more  than  0.1 
percent  of  the  weight  of  the  milk  used. 

(c)  For  the  purposes  of  this  section, 
the  word  “milk"  means  cow’s  milk,  zdiich 
may  be  adjusted  by  separating  part  of 
the  fat  therefrom  or  by  adding  thereto 
cream  or  .skim  milk. 

(d)  Gruyere  cheese  in  the  form  of 
slices  or  cuts  in  consumer-sized  packages 
may  contain  an  (H>tional  mold-inhibit¬ 
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ing  ingredient  consisting  of  sorbic  acid, 
potassium  sorbate,  sodium  sorbate,  or 
any  combination  of  two  or  more  of  these, 
in  an  amount  not  to  exceed  0.3  percent 
by  weight,  calculated  as  sorbic  acid. 

(eXl)  If  gruyere  cheese  in  sliced  or 
cut  form  contains  an  optional  mold-in¬ 
hibiting  ingredient  as  specified  in  para¬ 
graph  (d)  of  this  section,  the  label  shall 

bear  the  statement  “ _ added 

to  retard  mold  growth”  or  “ _ 

added  as  a  preservative",  the  blank  be¬ 
ing  filled  in  with  the  common  name  or 
names  of  the  mold-inhibiting  ingredient 
or  ingredients  used. 

(2)  Wherever  the  name  of  the  food 
appears  on  the  label  so  conspicuously  as 
to  be  easily  seen  under  customary  condi¬ 
tions  of  purchase,  the  statement  speci¬ 
fied  in  this  section,  showing  the  optional 
ingredient  used,  shall  immediately  and 
conspicuously  precede  or  follow  such 
name,  without  intervening  written, 
printed,  or  graphic  matter. 

§  133.1  .'>0  Hard  cheeses. 

(a)  The  cheeses  for  which  definitions 
and  standards  of  identity  are  prescribed 
by  this  section  are  hard  cheeses  for 
which  specifically  applicable  definitions 
and  standards  of  identity  are  not  pre¬ 
scribed  by  other  sections  of  this  part. 
They  are  made  from  milk  and  the  other 
ingredients  specified  in  this  section,  by 
the  procedure  set  forth  in  paragraph  (b) 
of  this  section.  They  contain  not  more 
than  39  percent  of  moisture,  and  their 
solids  contain  not  less  than  50  percent  of 
milk  fat,  as  determined  by  the  methods 
prescribed  in  S  133.113(c).  If  the  milk 
used  is  not  pasteurized,  the  cheese  so 
made  is  cured  at  a  temperature  of  not 
less  than  35’  F  for  not  le»  than  60  days. 

(b)  Milk,  which  may  be  pasteurized  or 
clarified  or  both,  and  which  may  be 
warmed,  is  subjected  to  the  action  of 
harmless  lactic-acid-producing  bacteria, 
with  or  without  other  harmless  fiavcx*- 
producing  bacteria,  present  in  such  milk 
or  added  thereto.  Harmless  artificial 
coloring  may  be  added.  Sufficient  rennet, 
rennet  paste,  extract  of  rennet  paste,  or 
other  safe  and  suitable  milk-clotting 
enzyme  that  produces  equivalent  curd 
formation,  singly  or  in  any  combination 
(with  or  without  purified  calcium  chlo¬ 
ride  in  a  quantity  not  more  than  0.02  per¬ 
cent,  calculated  as  anhydrous  calcium 
chloride,  of  the  weight  of  the  milk)  is 
added  to  set  the  milk  to  a  semisolid  mass. 
The  mass  is  cut  into  small  particles, 
stirred,  and  heated.  Ihe  curd  is  sepa¬ 
rated  from  the  whey,  drained,  and 
shaped  into  forms,  and  may  be  pressed. 
The  curd  is  salted  at  some  stage  of  the 
manufacturing  process.  The  shaped 
ciird  may  be  cured.  The  rind  may  be 
coated  with  paraffin  or  rubbed  with 
vegetable  olL  A  harmless  preparation  of 
enzymes  of  animal  or  plant  origin  capa¬ 
ble  of  aiding  in  the  ciuing  or  develop¬ 
ment  of  flavor  of  hard  cheese  may  be 
added  during  the  procedure,  in  such 
quantity  that  the  weight  of  the  solids  of 
such  preparation  Is  not  more  than  0.1 
percent  of  the  welidit  of  the  milk  used. 
Harmless  flavor-producing  mlcnxNrga- 
nisms  may  be  added,  and  curing  may  be 
conducted  under  suitable  conditions  for 
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the  development  of  biological  curing 
agents. 

(c)  For  the  purposes  of  this  section: 

(1)  The  word  "milk"  means  cow’s 
milk  or  goat’s  milk  or  sheep’s  milk  or 
mixtures  of  two  or  all  of  these.  Such 
milk  may  be  adjusted  by  separating  part 
of  the  fat  therefrom,  or  (in  the  case  of 
cow’s  milk)  by  sulding  one  or  more  of 
the  following:  Cream,  skim  milk,  concen¬ 
trated  skim  milk,  nonfat  dry  milk; 
(in  the  case  of  goat’s  milk)  the  corre¬ 
sponding  products  from  goat’s  milk;  (in 
the  case  of  sheep’s  milk)  the  cwrespond- 
ing  products  from  sheep’s  milk;  water  in 
a  quantity  sufficient  to  reconstitute  any 
concentrated  or  dried  products  used. 

(2)  Milk  shall  be  deemed  to  have  been 
pasteurized  if  it  has  been  held  at  a  tem¬ 
perature  of  not  less  than  143*  P  for  a 
period  of  not  less  than  30  minutes,  or  for 
a  time  and  at  a  temperature  equivalent 
thereto  in  phosphatase  destruction.  A 
hard  cheese  shall  be  deemed  not  to  have 
been  made  from  pasteiulzed  milk  if  0.25 
gram  shows  a  phenol  equivalent  of  more 
than  3  micrograms,  when  tested  by  the 
method  prescribed  in  §  133.113(f). 

(d)  Hard  cheeses  in  the  form  of  slices 
or  cuts  in  consumer-sized  p>ackages  may 
contain  an  optional  mold-inhibiting  in¬ 
gredient  consisting  of  sorbic  acid,  potas¬ 
sium  sorbate,  sodium  sorbate.  or  any 
combination  of  two  or  more  of  these,  in 
an  amount  not  to  exceed  0.3  percent  by 
wreight.  calculated  as  sorbic  acid. 

(e)  The  name  of  each  hard  cheese  for 
which  a  definition  and  standard  of 
identity  is  prescribed  by  this  section  is 
“Hard  cheese”,  preceded  or  followed  by: 

(1)  The  specific  common  or  uniisual 
name  of  such  hard  cheese,  if  any  such 
name  has  become  generally  recognized 
therefor:  or 

(2)  If  no  such  specific  common  or 
usual  name  has  become  generally  rec¬ 
ognized,  therefOT,  an  arbitrary  or  fanci¬ 
ful  name  that  is  not  false  or  misleading 
in  any  particular. 

(f) (1)  When  milk  other  than  cow’s 

milk  is  used  in  whole  or  in  part,  the 
name  of  the  cheese  Includes  the  state¬ 
ment  “made  from _ ”,  the  blank 

being  filled  in  with  the  name  or  names 
of  the  milk  used,  in  order  of  predomi¬ 
nance  by  weight. 

(2)  If  hard  cheeses  in  sliced  or  cut 
form  contain  an  optional  mold-inhibit¬ 
ing  ingredient  as  provided  for  in  para¬ 
graph  (d>  of  this  section,  the  label  shall 

bear  the  statement  " _ added 

to  retard  mold  growth”  or  _ 

added  as  a  preservative",  the  blank  be¬ 
ing  filled  in  with  the  common  name  or 
names  of  the  mold-inhibiting  ingredient 
or  ingredients  used. 

(3)  Wherever  the  name  of  the  food 
appears  on  the  label  so  conspicuously  as 
to  be  easily  seen  under  customary  condi¬ 
tions  of  purchase,  the  words  and  state- 
mrats  prescribed  by  this  section,  show¬ 
ing  the  optional  ingredients  used,  shall 
immediately  and  conspicuously  precede 
or  follow  such  name,  without  interven¬ 
ing  written,  printed,  or  graphic  matter. 

§  133.152  Limburger  cheeM. 

(a)  Umburger  cheese  is  the  food  pre¬ 
pared  from  milk  and  other  ingredients 
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specified  In  this  section,  by  the  procedure 
set  forth  in  paragraph  (b)  of  this  sec¬ 
tion.  or  by  another  procedure  which 
produces  a  finished  cheese  having  the 
same  physical  and  chemicsd  properties 
as  the  cheese  produced  when  the  pro¬ 
cedure  set  forth  in  paragraph  (b)  of  this 
section  is  used.  It  contains  not  more 
than  50  percent  of  moisture,  and  its 
solids  contain  not  less  than  50  percent  of 
milk  fat.  as  determined  by  the  methods 
prescribed  in  S  133.113(c).  If  the  milk 
used  is  not  pasteurized.  Umbinger  cheese 
is  held  at  a  temperature  of  not  less  than 
35*  F  for  not  16ss  than  60  days. 

(b)  Milk,  which  may  be  pasteurized  or 
clarified  or  both,  is  brought  to  a  temper¬ 
ature  of  about  92*  F  and  subjected  to 
the  action  of  harmless  lactic-acid-pro- 
ducing  bacteria,  present  in  such  milk  or 
added  thereto.  Suflicient  rennet,  or 
other  safe  and  suitable  milk-clotting  en¬ 
zyme  that  produces  equivalent  curd  for¬ 
mation,  or  both,  with  or  without  purified 
calcium  cholride  in  a  quantity  not  more 
than  0.02  percent  (calculated  as  anhy¬ 
drous  calcium  chloride)  of  the  weight  of 
the  milk,  is  added  to  set  the  milk  to  a 
semisolid  mass.  The  mass  Is  cut  into  cubes 
with  sides  approximately  Vi -inch  long. 
After  a  few  minutes  the  mass  is  stirred 
and  heated,  gradually  raising  the  tem¬ 
perature  to  96*  F  to  98*  F.  The  curd  is 
then  allowed  to  settle,  most  of  the  whey 
is  drained  off.  and  the  remaining  curd 
and  whey  dipped  into  molds.  During 
drainage  the  curd  may  be  pressed.  It 
is  turned  at  regular  intervals.  After 
drainage  the  curd  is  cut  into  pieces  of 
desired  size  and  dry-salted  at  intervals 
for  24  to  48  hours.  The  cheese  is  then 
cured  with  frequent  applications  of  a 
weak  brine  solution  to  the  surface,  until 
the  proper  growth  of  surface -curing  or¬ 
ganisms  is  obtained.  It  is  then  wrapped 
and  held  in  storage  for  development  of 
as  much  additional  flavor  as  is  desired. 
When  made  from  pasteurized  milk,  the 
milk  is  brought  to  a  temperature  of  89* 
F  to  90*  F  after  pasteurization.  A  cul¬ 
ture  of  harmless  lactic-acid-produclng 
bacteria  is  added.  Calcium  chloride  may 
be  added,  as  to  raw  milk.  The  procedure 
then  is  the  same  as  with  raw  milk,  ex¬ 
cept  that  heating  is  to  94*  F.  After  most 
of  the  whey  is  drained  off.  salt  brine  at 
a  temperature  of  66*  F  to  70*  F  is  added, 
so  that  the  pH  of  the  curd  is  about  4.8. 
The  mixed  curd,  whey,  and  brine  is 
dipped  into  molds  and  the  same  pro¬ 
cedure  followed  as  when  raw  milk  is  used. 
Whether  pasteurized  or  unpasteurized 
milk  is  us^  a  harmless  preparation  of 
enzymes  of  animal  or  plant  origin 
capable  of  aiding  in  the  curing  or  devel¬ 
opment  of  flavor  of  llmburger  cheese 
may  be  added  during  the  procedure,  in 
such  quantity  that  the  weight  of  the 
solids  of  such  preparation  is  not  more 
than  0.1  percent  of  the  weight  of  the  milk 
used. 

(c)  For  the  purposes  of  this  section: 

(1)  The  word  “milk**  means  cow’s  milk, 

which  may  be  adjusted  by  separating  part 
of  the  fat  therefrom  or  by  adding  thereto 
one  or  more  of  the  following:  Cream, 
skim  milk,  concentrated  skim  milk,  non¬ 


fat  dry  milk,  water  in  a  quantity  su£B- 
cient  to  reconstitute  any  concentrated 
skim  milk  or  nonfat  dry  milk  used. 

(2)  Milk  shall  be  deemed  to  have  been 
pasteurized  if  it  has  been  held  at  a  tem¬ 
perature  of  not  less  than  143*  F  for  a 
period  of  not  less  than  30  minutes,  or 
for  a  time  and  at  a  temperature  equiva¬ 
lent  thereto  in  phosphatase  destruction. 

§  133.153  Monfrrey  rheeM  and  mon< 
Irrry  jack  cheese. 

(a)  Monterey  cheese,  monterey  Jack 
cheese  is  the  food  prepared  from  milk 
and  other  ingredients  specified  in  this 
section,  by  the  procedure  set  forth  in 
paragraph  (b)  of  this  section,  or  by 
another  procedure  which  produces  a 
finished  cheese  having  the  same  physical 
and  chemical  properties  as  the  cheese 
produced  when  the  procedure  set  forth 
in  paragraph  (b)  of  this  section  is  used. 
It  contains  not  more  than  44  percent  of 
moisture,  and  its  solids  contain  not  less 
than  50  percent  of  milk  fat.  as  deter¬ 
mined  by  the  methods  prescribed  in 
§  133.113(c>. 

(b)  Milk,  which  is  pasteurized,  and 
which  may  be  clarified,  is  subjected  to 
the  action  of  harmless  lactic-acid-pro- 
ducing  bacteria,  present  in  such  milk  or 
added  thereto.  SuflBclent  rennet,  or  other 
safe  and  suitable  milk-clotting  enzyme 
that  produces  equivalent  emd  formation, 
or  both,  with  or  without  purified  calcium 
chloride  in  a  quantity  not  more  than  0.02 
percent  (calculated  as  anhydrous  cal¬ 
cium  chloride)  of  the  weight  of  the  milk, 
is  added  to  set  the  milk  to  a  semisolid 
mass.  The  mass  is  so  cut.  stirred,  and 
heated  with  continued  stirring,  as  to  pro¬ 
mote  and  regtdate  the  separation  of  whey 
and  curd.  Part  of  the  whey  is  drained  off, 
and  water  or  salt  brine  may  be  added. 
The  curd  is  drained  and  placed  in  a  mus¬ 
lin  or  sheeting  cloth,  formed  into  a  ball 
and  pressed;  or  the  curd  is  placed  in  a 
cheese  hoop  and  pressed.  Later,  the  cloth 
bandage  is  removed,  and  the  cheese  may 
be  covered  with  paraffin  or  dipped  in 
vegetable  oil,  and  may  have  rice  flour 
sprinkled  on  the  svirface.  A  harmless 
preparation  of  enzymes  of  animal  or 
plant  origin  capable  of  aiding  in  the 
curing  or  development  of  flavor  of  mon¬ 
terey  cheese  may  be  added  during  the 
procedure,  in  such  quantity  that  the 
weight  of  the  solids  of  such  preparation 
is  not  more  than  0.1  percent  of  the 
w'eight  of  the  milk  used. 

(c)  For  the  purposes  of  this  section: 

(1)  The  word  “miBc”  means  cow’s  milk, 
which  may  be  adjusted  by  separating 
part  of  the  fat  therefrom  or  by  adding 
thereto  one  or  more  of  the  following: 
Cream,  skim  milk,  concentrated  skim 
milk,  nonfat  dry  milk,  water  in  a  quan¬ 
tity  sufficient  to  reconstitute  any  con¬ 
centrated  skim  milk  or  nonfat  dry  milk 
used. 

(2)  Milk  shall  be  deemed  to  have  been 
pasteurized  if  it  has  been  held  at  a  tem¬ 
perature  of  not  less  than  143*  F  for  a 
period  of  not  less  than  30  minutes,  or 
for  a  time  and  at  a  temperature  equiva¬ 
lent  thereto  In  phosphatase  destruction. 
Monterey  cheese  shall  be  deemed  not  to 
have  been  made  from  pasteurfcsed  milk 


if  0.25  gram  shows  a  phenol  equivalent  of 
more  than  3  micrograms  when  tested  by 
the  method  prescribed  in  S  133.113(f). 

(d)  Monterey  cheese  in  the  form  of 
slices  or  cuts  in  consiimer-sized  packages 
may  contain  an  optional  mold-inhibiting 
ingredient  consisting  of  sorbic  acid,  po¬ 
tassium  sorbate,  sodium  sorbate,  or  any 
combination  of  two  or  more  of  these,  in 
an  amount  not  to  exceed  0.3  percent  by 
weight,  calculated  as  sorbic  acid. 

(e)  (1)  If  monterey  cheese  in  sliced  or 
cut  form  contains  an  optional  mold-in¬ 
hibiting  ingredient  as  specified  in  para¬ 
graph  (d)  of  this  section,  the  label  shall 

bear  the  statement  “ _ added  to 

retard  mold  growth’*  or“ _ added 

as  a  preservative**,  the  blank  being  filled 
in  with  the  common  name  or  names  of 
the  mold-inhibiting  ingredient  or  ingre- 
dimts  used. 

(2)  Wherever  the  name  of  the  food 
£q;)pears  on  the  label  so  conspicuously  as 
to  be  easily  seen  under  customary  con¬ 
ditions  of  purchase,  the  statement  speci¬ 
fied  in  thU  section,  showing  the  optional 
ingredient  used,  shall  immediately  and 
ccKispicuously  precede  or  follow  such 
name,  without  intervening  WTitten, 
printed,  or  graphic  matter. 

§  133.154  High-moislure  jai-krhreM'. 


High-moisture  Jack  cheese  conforms  to 
the  deflidtion  and  standard  of  identity 
and  is  subject  to  the  requirement  for 
label  statement  of  optional  ingredients 
prescribed  for  monterey  cheese  by 
§  133.153,  except  that  its  moisture  content 
is  more  than  44  percent  but  less  than  50 
percent. 


§  133.155  Mozzarella  rhrc!^  and  !.rani> 
orza  chrrsr. 


(a)  Mozzarella  cheese,  scamorza 
cheese  is  the  food  prepared  from  milk 
and  other  ingredients  specified  in  this 
section,  by  Uie  procedure  set  forth  in 
paragraph  (b)  of  this  section.  It  may  be 
molded  into  various  shapes.  It  contains 
more  than  52  percent  but  not  more  than 
60  percent  of  moisture,  and  its  milk  fat 
content,  calculated  on  the  s(dids  basis,  is 
not  less  than  45  percent,  as  determined 
by  the  methods  prescribed  in  9  133.113(0. 

(b)  Milk,  which  is  pasteurized,  is 
warmed  to  approximately  88*  F  and  sub¬ 
jected  to  the  action  of  harmless  lactic - 
acid-producing  bacteria,  which  may  be 
added  thereto  as  starter.  The  milk  may 
be  acidified  with  vinegar.  Liquid  reimet, 
or  other  safe  and  suitable  milk-clotting 
en^rme  that  produces  equivalent  curd 
formation,  or  both  may  be  added  to  aid 
in  setting  the  milk  to  a  semisolid  mass. 
The  mass  is  cut,  and  it  may  be  stirred  to 
facilitate  separation  of  whey  from  the 
curd.  *1716  whey  is  drained  and  the  curd 
may  be  washed  with  cold  water  and  the 
water  drained  off.  The  curd  may  be  col¬ 
lected  in  bundles  for  further  drainage 
and  for  ripening.  The  curd  may  be  iced,  it 
may  be  held  under  refrigeration,  and  It 
may  be  permitted  to  warm  to  ,room  tem¬ 
perature  and  ripen  further.  The  curd 
may  be  cut.  It  is  immersed  in  hot  water 
or  heated  with  steam  and  is  kneaded  and 
stretched  until  smooth  and  free  of  lumps. 
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Then  it  is  cut  and  molded.  The  molded 
curd  is  firmed  by  immersion  in  cold  water 
and  may  be  salted  in  brine  and  drained. 

(c)  For  the  purposes  of  this  section: 

(1)  The  word  “milk”  means  cow’s 
milk,  which  may  be  adjusted  by  separat¬ 
ing  part  of  the  fat  therefrom  or  by 
adding  cream  or  skim  milk  or  both. 

(2)  Milk  shall  be  deemed  to  have  been 
pasteurized  if  it  has  been  held  at  a  tem¬ 
perature  of  not  less  than  145°  F  for  a 
period  of  not  less  than  30  minutes,  or 
for  a  time  and  temperature  equivalent 
thereto  in  phosphatase  destruction.  The 
finished  food  shall  be  deemed  not  to  have 
been  made  from  pasteurized  milk  if  0.25 
gram  shows  a  phenol  equivalent  of  more 
than  3  micrograms  when  tested  by  the 
method  prescribed  in  §  133.113(f),  pno- 
volone  modification. 

§  133.156  Low-moiitiuro  mozzarella  and 
ecamorza  cheese. 

(a)  Low  moisture  mozzarella  cheese 
is  the  food  prepared  from  milk  and  other 
ingredients  specified  in  this  section,  by 
the  procedure  set  forth  in  paragraph 

(b)  of  this  section,  or  by  another  pro¬ 
cedure  which  produces  a  finished  cheese 
having  the  same  physical  and  chemical 
properties  as  the  cheese  produced  when 
the  procedure  set  forth  in  paragraph  (b) 
of  this  section  is  used.  It  may  be 
molded  into  various  shapes.  Its  mois¬ 
ture  content  is  more  than  45  percent  but 
not  more  than  52  percent,  and  its  milk 
fat  content,  calculated  on  the  solids 
basis,  is  not  less  than  45  percent,  as  de¬ 
termined  by  the  method  prescribed  in 
§  133.113(c). 

(b)  Milk,  which  is  pasteurized,  and 
which  may  be  clarified  or  homogenized 
or  both,  and  which  may  be  warmed,  is 
subjected  to  the  action  of  harmless  lac¬ 
tic-acid-producing  bacteria,  which  may 
be  added  thereto  as  starter.  The  milk 
may  be  acidified  with  vinegar.  Rennet, 
rennet  paste,  extract  of  rennet  paste,  'or 
other  safe  and  suitable  milk-clotting 
enzyme  that  produces  equivalent  curd 
formation,  singly  or  in  ang  combination 
(with  or  without  purified  calcium  chlo¬ 
ride  in  a  quantity  not  more  than  0.02 
percent,  calculated  as  anhydrous  calcium 
chloride,  of  the  weight  of  the  milk)  is 
added  to  aid  in  setting  the  milk  to  a  semi¬ 
solid  mass.  The  mass  is  cut,  stirred, 
and  allowed  to  stand.  It  may  be  re¬ 
heated  and  again  stirred.  The  whey  is 
drained,  and  the  curd  may  be  cut  and 
piled  to  promote  further  separation  of 
whey.  It  may  be  washed  with  cold 
water  and  the  water  drained  off.  The 
curd  may  be  collected  in  bundles  for 
further  drainage  and  ripening.  The 
curd  may  be  iced,  it  may  be  held  imder 
refrigeration,  and  it  may  be  permitted 
to  warm  to  room  temperature  and  ripen 
further.  The  curd  may  be  cut.  It  is 
immersed  in  hot  water  or  heated  with 
steam  and  is  kneaded  and  stretched 
imtil  smooth  and  free  of  lumps.  Then  it 
is  cut  and  molded.  In  molding,  the  curd 
is  kept  sufficiently  warm  to  cause  proper 
sealing  of  the  surface.  The  molded  curd 
is  firmed  by  immersion  in  cold  water  and 
may  be  salted  in  brine  and  drained. 


(c)  For  the  purposes  of  this  section: 

(1)  llie  word  “milk”  mean  cow’s 
milk,  which  may  be  adjusted  by  sepa¬ 
rating  part  of  the  fat  therefrcxn  or  by 
adding  thereto  one  or  more  of  the  follow¬ 
ing:  Cream,  skim  milk,  concentrated 
skim  milk,  nonfat  dry  milk,  and  water  in 
a  quantity  sufficient  to  reconstitute  any 
concentrated  skim  milk  or  nonfat  dry 
milk  used. 

(2)  Milk  shall  be  deemed  to  have  been 
pasteurized  if  it  has  been  held  at  a  tem¬ 
perature  of  not  less  than  145°  F  for  a 
period  of  30  minutes  or  for  a  time  and 
temperature  equivalent  thereto  in  phos¬ 
phatase  destruction.  The  finished  food 
shall  be  deemed  not  to  have  been  made 
fr(»n  pasteurized  mUk  if  0.25  gram  shows 
a  phenol  equivalent  of  more  than  3  mi¬ 
crograms  when  tested  by  the  method  pre¬ 
scribed  in  §  133.113(f),  provolone  modi¬ 
fication. 

(d)  Low  moisture  mozzarella  cheese, 
low  moisture  scamorza  cheese  in  the  form 
of  slices  or  cuts  in  consumer-sized  pack¬ 
ages  may  contain  an  optional  mold-in¬ 
hibiting  ingredient  consisting  of  sorbic 
acid,  potassium  sorbate,  sodium  sorbate, 
or  any  c(Mnbination  of  two  or  more  of 
these  in  an  amount  not  to  exceed  0.3 
percent  by  weight,  calculated  as  sorbic 
acid. 

(e)  (1)  If  low  moisture  mozzarella 
cheese,  low  moisture  scamorza  cheese  in 
sliced  or  cut  form  contains  an  optional 
mold-inhibiting  ingredient  as  specified 
in  paragraph  (d)  of  this  section,  the  label 

shall  bear  the  statement  “ _ 

added  to  retard  mold  growth”  or  “ _ 

- added  as  a  preservative”,  the 

blank  being  filled  in  with  the  common 
name  or  names  of  the  mold-inhibiting 
ingredient  or  ingredients  used. 

(2)  Wherever  the  name  of  the  food 
appears  on  the  label  so  conspicuously  as 
to  be  easily  seen  imder  custCMnary  condi¬ 
tions  of  purchase,  the  statements  pre¬ 
scribed  by  this  section,  showing  the  op¬ 
tional  ingredient  (or  ingredients)  used, 
shall  immediately  and  conspicuously  pre¬ 
cede  or  follow  such  name,  without  inter¬ 
vening  written,  printed,  or  graphic 
matter. 

§  133.157  Part-skim  mozzarella  and 
sramorza  cheese. 

Part-skim  mozzarella  cheese,  part- 
skim  scamorza  cheese  conforms  to  the 
definition  and  standard  of  identity  as 
prescribed  for  mozzarella  cheese  by 
§  133.155,  except  that  its  milk  fat  con¬ 
tent,  calculated  on  the  solids  basis,  is  less 
than  45  percent  but  not  less  than  30 
percent, 

§  133.158  Low-moisture  part-skim  moz¬ 
zarella  and  scamorza  cheese. 

Low  moisture  part-skim  mozzarella 
cheese,  low  moisture  part-skim  scamorza 
cheese  conforms  to  the  definition  and 
standard  of  identity  and  complies  with 
the  requirements  for  label  declaration  of 
optional  ingredients  prescribed  for  low 
moisture  mozzarella  cheese,  low  moisture 
scamorza  cheese  by  §  133.156;  except 
that  its  milk  fat  content,  calculated  on 
the  solids  basis,  is  less  than  45  percent 
but  not  less  than  30  percent. 


§  133.160  Muenster  and  ni  u  n  9  I  e  r 
cheese. 

(a)  Muenster  cheese,  munster  cheese, 
is  the  food  prepared  from  pasteurized 
milk  and  other  ingredients  specified  in 
this  section,  by  the  procedure  set  forth 
in  paragraph  (b)  of  this  section,  or  by 
another  procedure  which  produces  a  fin¬ 
ished  cheese  having  the  same  physical 
and  chemical  properties  as  the  cheese 
produced  when  the  procedure  set  forth 
in  paragraph  (b)  of  this  section  is  used. 
It  contains  not  more  than  46  percent  of 
moisture,  and  its  solids  contain  not  less 
than  50  percent  of  milk  fat,  as  deter¬ 
mined  by  the  methods  prescribed  in 
!  133.113(c). 

(b)  Milk,  which  is  pasteurized  or  clari¬ 
fied  or  both,  and  which  may  be  warmed, 
is  subjected  to  the  action  of  harmless  lac¬ 
tic-acid-producing  bacteria,  present  in 
such  milk  or  added  thereto.  Harmless 
artificial  coloring  may  be  added.  Suffi¬ 
cient  rennet,  or  other  safe  and  suitable 
milk-clotting  enzyme  that  produces 
equivalent  curd  formation,  or  both,  with 
or  without  purified  calcium  chloride  in 
a  quantity  not  more  than  0.02  percent 
(calculated  as  anhydrous  calcium  chlo¬ 
ride)  of  the  weight  of  the  milk,  is  added 
to  set  the  milk  to  a  semisolid  mass.  After 
coagulation  the  mass  is  divided  into  small 
portions,  stirred,  and  heated,  with  or 
without  dilution  with  water  or  salt  brine, 
so  as  to  promote  and  regulate  the  separa¬ 
tion  of  whey  and  curd.  The  curd  is  trans¬ 
ferred  to  forms  permitting  drainage  of 
the  whey.  During  drainage  the  curd  may 
be  pressed  and  turned.  After  drainage 
the  curd  is  removed  from  the  forms  and 
is  salted.  The  surface  of  the  cheese  may 
be  rubbed  with  vegetable  oil.  A  harm¬ 
less  preparation  of  enzymes  of  animal  or 
plant  origin  capable  of  aiding  in  the  cur¬ 
ing  or  development  of  flavor  of  muenster 
cheese  may  be  added  during  the  pro¬ 
cedure,  in  such  quantity  that  the  weight 
of  the  solids  of  such  preparation  is  not 
more  than  0.1  percent  of  the  weight  of 
the  milk  used. 

(c)  For  the  purposes  of  this  section: 

(1)  The  word  “milk”  means  cow’s 
milk,  which  may  be  adjusted  by  separat¬ 
ing  part  of  the  fat  therefrom  or  by  add¬ 
ing  thereto  one  or  more  of  the  following : 
Cream,  skim  milk,  concentrated  skim 
milk,  nonfat  dry  milk,  water  in  a  quan¬ 
tity  sufficient  to  reconstitute  any  con¬ 
centrated  skim  milk  or  nonfat  dry  milk 
used. 

(2)  Milk  shall  be  deemed  to  have  been 
pasteurized  if  it  has  been  held  at  a  tem¬ 
perature  of  not  less  than  143°  F  for  a 
period  of  not  less  than  30  minutes,  or 
for  a  time  and  at  a  temperature  equiva¬ 
lent  thereto  in  phosphatase  destruction. 
Muenster  cheese  shsill  be  deemed  not  to 
have  been  made  from  pasteurized  milk  if 
0.25  gram  shows  a  phenol  equivalent  of 
more  than  3  micrograms  when  tested  by 
the  method  prescribed  in  §  133.113(f). 

(d)  Muenster  cheese  in  the  form  of 
slices  or  cuts  in  consumer -sized  packages 
may  cmitain  an  optional  mold-inhibiting 
ingredient  consisting  of  sorbic  acid,  po¬ 
tassium  sorbate,  sodium  sorbate,  or  any 
combination  of  two  or  more  of  these,  in 
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an  amount  not  to  exceed  0.3  percent  by 
weight,  calculated  as  sorbic  acid. 

(e)  (1)  If  muenster  cheese  in  sliced  or 
cut  form  contains  an  optional  mold>ln> 
hlbltlng  Ingredient  as  specified  In  para¬ 
graph  (d)  of  tills  section,  the  label  shall 

bear  the  statement  “ _ added  to 

retard  mold  growth”  or  “ - added 

as  a  preservative”,  the  blank  being  filled 
in  with  the  common  name  or  names  of 
the  mold-inhibiting  Ingredient  or  Ingre¬ 
dients  used. 

(2)  Wherever  the  name  of  the  food 
appears  on  the  label  so  conspicuously  as 
to  be  easily  seen  imder  customary  con¬ 
ditions  of  purchase,  the  statonent  speci¬ 
fied  In  this  section,  showing  the  optional 
ingredient  used,  shall  Immediately  and 
conspicuous  precede  or  follow  such 
name,  without  Intervening  written, 
printed,  or  graphic  matter. 

§  133.161  Muenster  and  mun^tler  cheese 
for  manufacturing. 

Muenster  cheese  for  manufacturing 
conforms  to  the  definition  and  standard 
of  Identity  tar  muenster  cheese  pre¬ 
scribed  by  {  133.160,  exc^t  that  the  mfik 
Is  not  pasteurized  and  the  provisions  of 
paragraphs  (d)  and  (e)  of  that  section 
do  not  apply. 

§133.162  Neufchatel  cheese. 

(a)  Neufchatel  cheese  Is  the  soft  tm- 
cured  cheese  prepared  by  the  procedure 
set  forth  In  paragraph  (b)  of  this  section. 
The  finished  neufchatel  cheese  contains 
not  less  than  20  percent  but  less  than  S3 
percent  of  milk  fat  and  not  more  than 
65  percent  of  moisture,  as  determined,  re¬ 
spectively,  by  the  methods  prescribed 
under  "Fat — Official”  on  page  302  and 
under  “Moisture — Official”  on  page  SOI 
of  “Official  and  Tentative  Methods  of 
Analysis  of  tiie  Association  of  Official 
Agrlcultund  Chemists.”  Fifth  Edition, 
1940.  (These  methods  i«>pear  In  the  10th 
edition,  1965,  p.  248,  sec.  15.164;  p.  247, 
see.  15.157,  respecth^.) 

(b) (1)  One  or  a  mlxtiue  of  two  or 
more  of  the  dairy  Ingredients  specified 
In  paragraph  (b)(S)  of  this  section  Is 
pasteurised  and  may  be  homogenized.  TO 
such  Ingredient  or  mixture  harmless 
lactic -add-produclng  bacteria,  with  or 
without  rennet,  or  other  safe  and  stiltable 
mllk-clottlng  enzyme  that  induces 
equivalent  curd  fcumatlon.  or  teth,  are 
added  and  it  Is  held  until  It  becomes 
coagulated.  The  coagulated  mass  may  be 
wanned;  it  may  be  stirred;  It  Is  then 
drained.  The  moisture  cmitent  may  be 
adjusted  with  cheese  whey,  concentrated 
cheese  whey,  dried  cheese  whey,  or  re¬ 
constituted  cheese  whey  prepared  by  ad¬ 
dition  ot  water  to  concentrated  cheese 
Tf^ey  or  dried  cheese  whey.  The  ctird  may 
be  pressed,  chilled,  w<^ed.  seasoned 
with  salt;  it  may  be  heated,  with  or  with¬ 
out  addition  tA  one  or  more  of  the  dairy 
Ingredients  specified  In  paragraph  (b) 

(3)  of  this  section,  until  it  becomes  fluid, 
and  It  may  then  be  homogenized  or 
otherwise  mixed. 

(2)  (1)  In  the  preparation  of  neuf¬ 
chatel  cheese,  one  or  any  mixture  of  two 
or  more  of  the  optional  Ingredients  gum  - 
karaya,  gum  tragacanth,  carob  bean 
gum.  guar  gum.  carrageenan,  gelatin. 
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algin  (sodium  alginate),  prcvylene  gly¬ 
col  alginate,  w  xanthan  gtim  may  be 
used;  but  the  quantity  of  any  such  In¬ 
gredient  or  mixture  is  such  that  the 
total  weight  of  s(^ds  contained  therein 
Is  not  more  than  0.5  percent  by  w’eight  of 
the  finished  neufchatel  cheese. 

(11)  When  one  or  more  of  the  optional 
Ingredients  In  paragraph  (b)  (2)  (1)  of 
this  section  are  used,  dloctyl  sodium 
sulfosucclnate  complying  witii  the  re¬ 
quirements  of  S  172.810  of  this  chapter 
may  be  used  in  a  quantity  not  In  excess 
of  0.5  percent  by  weight  of  such  Ingre¬ 
dients. 

(3)  The  dairy  ingredients  referred  to 
In  paragraph  (b)  (1)  of  this  section  are 
cream,  plastic  cream,  milk,  skim  milk, 
concentrated  milk,  concentrated  skim 
milk,  and  n(xifat  dry  milk.  If  concen¬ 
trated  milk,  concentrated  skim  milk,  or 
nonfat  dry  milk  is  used,  water  may  be 
added  In  a  quanti^  not  In  excess  of  that 
removed  when  the  milk  or  skim  milk  was 
concentrated  or  dried. 

(4)  For  the  purposes  of  this  section 
the  term  “milk”  means  sweet  milk  of 
cows;  “skim  milk”  means  milk  fnun 
which  the  milk  fat  has  been  separated, 
and  “concentrated  skim  milk”  means 
skim  milk  from  which  a  portion  of  the 
water  has  bew  removed  by  evaporation. 

(c)  When  used  in  the  food,  salt,  bac¬ 
terial  culture,  and  oizymes  as  provided 
for  In  paragrai^  (b)(1)  of  this  section 
and  each  of  the  ingredients  listed  In  par- 
agnq;>h  (b)  (2)  and  (3)  of  this  section 
Shan  be  declared  by  common  name  on 
the  label  as  required  by  the  applicable 
sections  of  Part  101  of  this  cha^r  ex¬ 
cept  that: 

(1)  Any  crecun  as  defined  In  Part  131 
of  this  chapter  and  plastic  cream  may  be 
declared  as  “cream”. 

(2)  Concentrated  milk  and  reconsti¬ 
tuted  milk  prepared  by  addition  of  water 
to  concentrated  milk  may  be  declared  as 
“milk”. 

(3)  Ccmcentrated  skim  milk,  nonfat 
dry  milk,  and  reconstituted  sUm  milk 
prepared  by  addition  of  water  to  concen¬ 
trated  skim  milk  or  nonfat  dry  milk  may 
be  declared  as  “skhn  milk”. 

(4)  Bacterial  cultures  may  be  declared 
as  “cheese  culture”  or  by  the  word  "cul¬ 
tured”  followed  by  the  name  of  the  sub¬ 
strate,  e.g.,  “made  from  cultured  cream”. 

(5)  Milk  clotting  oizymes  may  be  de¬ 
clared  by  the  word  “eiizymes”. 

§  133.164  NaworM  rheme. 

(a)  Nuworld  cheese  Is  the  food  pre¬ 
pared  from  mUk  and  other  Ingredients 
specified  in  this  section,  by  the  procedure 
set  forth  in  paragraph  (b)  of  this  section. 
at  by  another  procedure  adilch  produces 
a  finished  cheese  having  the  same  physi¬ 
cal  and  chemical  iwopartles  as  the  cheese 
produced  when  the  procedure  set  forth 
In  paragnq;>h  (b)  of  this  section  Is  used. 
It  is  characterized  by  the  iM*esaice  of 
creamy-white  mold  throughout  the 
cheese.  It  contains  not  more  than  46 
percent  of  moisture  and  its  solids  con¬ 
tain  not  leas  than  50  percent  of  milk  fat. 
as  determined  by  the  methods  prescribed 
bi  i  133.113(0.  It  Is  not  less  than  60 
days  old. 
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(b)  Milk,  which  may  be  pasteurized  or 
clarified  or  both,  whl^  may  be  warmed, 
and  which  may  be  homogenized.  Is  sub¬ 
jected  to  the  action  of  harmless  lactic- 
acld-produclng  bacteria,  present  in  such 
milk  or  added  thereto.  Harmless  artificial 
green  or  blue  coloring.  In  a  quantity 
which  neutralizes  any  natural  yellow  col¬ 
oring  in  the  curd,  may  be  added.  Suffi¬ 
cient  rennet,  or  other  safe  and  suitable 
milk-clotting  enzyme  that  produces 
equivalent  curd  formation,  or  both,  with 
or  without  purified  calcium  chloride  In  a 
quantity  not  more  than  0.02  percent 
(calculated  as  anhydrous  calcium  chlo¬ 
ride)  of  the  weight  of  milk,  is  added  to 
set  the  milk  to  a  semlsolld  mass.  The 
mass  is  cut  into  smaller  portions  and 
allowed  to  stand  for  a  time.  The  mixed 
curd  and  whey  Is  placed  in  forms  permit¬ 
ting  further  drainage.  While  being  placed 
In  forms,  spores  of  a  white  mutant  of  the 
mold  PenicHliUTn  roguefortii  are  added. 
The  forms  are  turned  several  times  dur¬ 
ing  drainage.  When  sufficiently  drained, 
the  shaped  curd  Is  removed  from  the 
form  and  salted  with  dry  salt  or  brine. 
Perforations  are  then  made  in  the  shaped 
curd,  and  It  Is  held  at  a  temperatxire  of 
approximately  50°  F,  at  90  percent  to  95 
perc^t  relative  humidity,  imtU  the  char¬ 
acteristic  UKdd  growth  has  developed. 
During  storage,  the  stirface  of  the  cheese 
may  be  scraped  to  remove  surface  growth 
of  tmdesirable  microorganisms.  A  harm¬ 
less  preparation  of  enzymes  of  animal  or 
plant  origin  capable  of  aiding  In  the  cur¬ 
ing  or  development  of  flavor  of  nuworld 
cheese  may  be  added  during  the  proce¬ 
dure.  in  such  quantity  that  the  weight  of 
the  solids  of  such  ix’eparation  Is  not  more 
than  0.1  percent  of  the  weight  of  the 
milk  used. 

(c)  For  the  purposes  of  this  section, 
the  word  "milk”  means  cow’s  milk,  Mriilch 
may  be  adjtisted  by  separating  part  of 
the  fat  therefrcHn  or  by  adding  thereto 
one  or  more  of  the  flowing:  (Tream, 
concentrated  skim  milk,  nonfat  dry  milk, 
water  In  a  quantity  sufficient  to  recon¬ 
stitute  any  concentrated  skim  milk  or 
nonfat  dry  milk  used. 

§  133.165  Parmnuin  and  rcggiano 
rheese. 

(a)  Parmesan  cheese,  regglano  cheese. 
Is  the  food  iwepared  from  milk  and  other 
Ingredients  specified  In  this  section,  by 
the  procedure  set  forth  In  paragraph  (b) 
of  this  sectkm,  or  by  another  procedure 
which  produces  a  finished  cheese  having 
the  same  physical  and  chemical  proper¬ 
ties  as  the  cheese  product  when  the 
procedure  set  forth  in  paragrai^  (b)  of 
this  section  is  used.  It  is  characterized  by 
a  granular  texture  and  a  hard  and  britUe 
rind.  It  grates  readily.  It  contains  not 
more  than  32  percent  of  moisture,  and  its 
solids  contain  not  less  than  32  percent 
oi  milk  fat.  as  determined  by  the  meth¬ 
ods  prescribed  In  1 133.113(c).  It  is  cured 
tor  not  less  than  10  months. 

(b)  Milk,  which  may  be  pasteurized 
or  clarified  or  both,  and  which  may  be 
warmed,  is  subjected  to  the  acti<m  of 
harmless  lactlc-acid-produclng  bacteria, 
present  In  such  milk  or  added  thereto. 
Sufficient  rennet,  or  other  rafe  and  suit¬ 
able  mllk-clottlng  enzyme  that  produces 
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equivalent  curd  formation,  or  both,  with 
or  without  purified  calcium  chloride  in 
a  quantity  not  more  than  0.02  percent 
(calculated  as  anhydrous  calcium  chlo¬ 
ride)  of  the  weight  of  the  milk,  is  added 
to  set  the  milk  to  a  semisolid  mass.  Harm¬ 
less  artificial  coloring  may  be  added.  The 
mass  is  cut  into  pieces  no  larger  than 
wheat  kernels,  heated,  and  stirred  until 
the  temperature  reaches  between  115“  P 
and  125“  F.  The  curd  is  allowed  to  settle 
and  is  then  removed  from  the  kettle  or 
vat,  drained  for  a  short  time,  placed  in 
hoops,  and  pressed.  Tire  pressed  curd  is 
removed  and  salted  in  brine,  or  dry- 
salted.  The  cheese  is  cured  in  a  cool, 
ventilated  room.  The  rind  of  the  cheese 
may  be  coated  or  colored.  A  harmless 
preparation  of  enzymes  of  animal  or 
plant  origin  capable  of  aiding  in  the 
curing  or  development  of  flavor  of  par- 
mesan  cheese  may  be  added  during  the 
procedure,  in  such  quantity  that  the 
weight  of  the  solids  of  such  preparation 
is  not  more  than  0.1  percent  of  the  weight 
of  the  milk  used. 

(c) (1)  For  the  purposes  of  this  sec¬ 
tion,  the  word  “milk”  means  cow’s  milk, 
which  may  be  adjusted  by  separating 
part  of  the  fat  therefrom  or  by  adding 
thereto  one  or  more  of  the  follow’ing: 
Cream,  skim  milk,  concentrated  skim 
milk,  nonfat  dry  milk,  water  in  a  quan¬ 
tity  sufBcient  to  reconstitute  any  con¬ 
centrated  skim  milk  or  nonfat  dry  milk 
used. 

(2)  Such  milk  may  be  bleached  by  the 
use  of  benzoyl  peroxide  or  a  mixture  of 
benzoyl  peroxide  with  potassium  alum, 
calcium  sulfate,  and  magnesium  carbo¬ 
nate;  but  the  weight  of  the  benzoyl  per¬ 
oxide  is  not  more  than  0.002  percent  of 
the  weight  of  the  milk  bleached,  and  the 
weight  of  the  potassium  alum,  calcium 
sulfate,  and  magnesium  carbonate,  singly 
or  combined,  is  not  more  than  six  times 
the  weight  of  the  benzoyl  peroxide  used. 
If  milk  is  bleached  in  this  manner,  suf¬ 
ficient  vitamin  A  is  addeo  to  the  curd  to 
compensate  for  the  vitamin  A  or  its  pre¬ 
cursors  destroyed  in  the  bleaching  proc¬ 
ess,  and  artificial  coloring  is  not  used. 

(d)  Parmesan  cheese  in  the  form  of 
slices  or  cuts  in  consumer-sized  packages 
may  contain  an  optional  mold-inhibiting 
ingredient  consisting  of  sorbic  acid,  po¬ 
tassium  sorbate,  sodium  sorbate,  or  any 
c«nbination  of  two  or  more  of  these,  in 
an  amount  not  to  exceed  0.3  percent  by 
weight,  calculated  as  sorbic  acid. 

(e) (1)  If  the  milk  used  is  bleached, 
the  label  shall  bear  the  statement  “Milk 
bleached  with  benzoyl  peroxide.” 

(2)  If  parmesan  cheese  in  sliced  or  cut 
form  contains  an  optional  mold-inhibit¬ 
ing  ingredient  as  provided  for  in  para¬ 
graph  (d)  of  this  section,  the  label  shall 

bear  the  statement  “ - added 

to  retard  mold  growth”  or“ - 

added  as  a  preservative”,  the  blank  being 
filled  in  with  the  common  name  or  names 
of  the  mold-inhibiting  ingredient  or  in¬ 
gredients  used. 

(3)  Wherever  the  name  of  the  food 
appears  on  the  label  so  ccmspicuously  as 
to  be  easily  seen  under  customary  c<mdi- 
tioQS  of  purchase,  the  words  and  state- 
m«its  prescribed  by  this  section,  showing 


the  optional  ingredients  used,  shall  im¬ 
mediately  and  conspicuously  precede  or 
follow  such  name,  without  intervening 
written,  printed,  or  graphic  matter. 

§  133.167  I’asleuriztHl  blended  cheese. 

Pasteurized  blended  cheese  conforms 
to  the  definition  and  standard  of  iden¬ 
tity,  and  is  subject  to  the  requirements 
for  label  statement  of  optional  ingredi¬ 
ents,  prescribed  for  pasteurized  process 
cheese  by  §  133.169,  except  that; 

(a)  In  mixtures  of  two  or  more 
cheeses,  cream  cheese  or  neufchatel 
cheese  may  be  used. 

(b)  None  of  the  ingredients  prescribed 
or  permitted  for  pasteurized  process 
cheese  by  §  133.169  (c)  and  (d)  (1)  is 
used. 

(c)  In  case  of  mixtures  of  two  or  more 
cheeses  containing  cream  cheese  or  neuf¬ 
chatel  cheese,  the  moisture  content  is 
not  more  than  the  arithmetical  average 
of  the  maximum  moisture  contents  pre¬ 
scribed  by  the  definitions  and  standards 
of  identity  for  the  varieties  of  cheeses 
blended,  for  which  such  limits  have  been 
prescribed. 

(d)  The  word  “process”  is  replaced  by 
the  word  “blended”  in  the  name  pre¬ 
scribed  by  §  133.169(e). 

§  133.168  PaMeuri/.ed  blended  ebeesc 
Hilh  fruits,  vegetables,  or  meats. 

(a)  Pasteurized  blended  cheese  with 
fruits,  vegetables,  or  meats  or  mixtures 
of  these  is  the  food  which  conforms 
to  the  definition  and  standard  of  iden¬ 
tity,  and  is  subject  to  the  requirements 
for  label  statement  of  option^  ingredi¬ 
ents,  prescribed  for  pasteurized  blended 
cheese  by  §  133.167,  except  that: 

(1)  Its  moisture  content  may  be  1 
percent  more,  and  the  milk  fat  content 
of  its  solids  may  be  1  percent  less,  than 
the  limits  prescribed  by  §  133.167  for 
moisture  and  milk  fat  in  the  correspond¬ 
ing  pasteurized  blended  cheese. 

•  2>  It  contains  one  or  any  mixture  of 
two  or  more  of  the  following:  Any  prop¬ 
erly  prepared  cooked,  canned,  or  dried 
fruit;  any  properly  prepared  cooked, 
canned,  or  dried  vegetable ;  any  properly 
prepared  cooked  or  canned  meat. 

(3)  When  the  added  fruits,  vegetables, 
or  meats  contain  fat,  the  method  pre¬ 
scribed  for  the  determination  of  fat  by 
S  133.113(c)  is  not  applicable. 

(b)  The  name  of  a  pasteurized  blended 
cheese  with  fruits,  vegetables,  or  meats 
is  the  name  prescribed  by  §  133.167  for 
the  applicable  pasteurized  blended 

cheese,  followed  by  the  term  “with _ 

_ ”,  the  blank  being  filled  in  with  the 

common  or  usual  name  or  names  of  the 
fruits,  vegetables,  or  meats  used,  in  order 
of  predominance  by  weight. 

§  133.169  'Pasteurized  process  eheese. 

(a)(1)  Pasteurized  process  cheese  is 
the  food  preiMtred  by  comminuting  and 
mixing,  with  the  aid  of  heat,  one  or  more 
cheeses  of  the  same  or  two  or  more  vari¬ 
eties,  except  cream  cheese,  neufchatel 
cheese,  cottage  cheese,  lowfat  cottage 
cheese,  cottage  cheese  dry  curd,  co<^ 
cheese,  hard  grating  cheese,  semlsoft 
part-skim  cheese,  part-skim  spiced 


cheese,  and  skim  milk  cheese  for  manu¬ 
facturing  with  an  emulsifying  agent  pre¬ 
scribed  by  paragraph  (c)  of  this  section 
into  a  homogeneous  plastic  mass.  One  or 
more  of  the  optional  ingredients  desig¬ 
nated  in  paragraph  (d)  of  this  section 
may  be  used. 

(2)  During  its  preparation,  pastem-- 
ized  process  cheese  is  heated  for  not  less 
than  30  seconds  at  a  temperature  of  not 
less  than  150“  F.  When  tested  for  phos¬ 
phatase  by  the  method  prescribed  in 
§  133.113(f),  the  phenol  equivalent  of 
0.25  gram  of  pasteurized  process  cheese  is 
not  more  than  3  micrograms. 

(3)  (i)  The  moisture  content  of  a  pas¬ 
teurized  process  cheese  made  from  a 
single  variety  of  cheese  is  not  more  than 
1  percent  greater  than  the  maximum 
moisture  content  prescribed  by  the  defi¬ 
nition  and  standard  of  identity,  if  any 
there  be,  for  the  variety  of  cheese  used; 
but  in  no  case  is  more  than  43  percent, 
except  that  the  moisture  content  of  pas¬ 
teurized  process  washed  curd  cheese  or 
pasteuriz^  process  colby  cheese  is  not 
more  than  40  percent;  the  moisture  con¬ 
tent  of  pasteurized  process  swiss  cheese 
or  pasteurized  process  gruyere  cheese  is 
not  more  than  44  percent;  and  the  mois¬ 
ture  content  of  pasteurized  process  lim- 
burger  cheese  is  not  more  than  51 
percent. 

(ii)  The  fat  content  of  the  solids  of  a 
pasteurized  process  cheese  made  from  a 
single  variety  of  cheese  is  not  less  than 
the  minimum  prescribed  by  the  defini¬ 
tion  and  standard  of  identity,  if  any 
there  be,  for  the  variety  of  cheese  used, 
but  in  no  case  is  less  than  47  percent; 
except  that  the  fat  content  of  the  solids 
of  pasteurized  process  swiss  cheese  is 
not  less  than  43  percent,  and  the  fat  con¬ 
tent  of  the  solids  of  pasteurized  process 
gruyere  cheese  is  not  less  than  45 
percent.  * 

(4) (i)  The  moisture  content  of  a 
pasteurized  process  cheese  made  from 
two  or  more  varieties  of  cheese  is  not 
more  than  1  percent  greater  than  the 
arithmetical  average  of  the  maximum 
moisture  contents  prescribed  by  the 
definitions  and  standards  of  identity,  if 
any  there  be,  for  the  varieties  of  cheese 
us^;  but  in  no  case  is  the  moisture  con¬ 
tent  more  than  43  percent,  except  that 
the  moisture  content  of  a  pasteurized 
process  cheese  made  from  two  or  more 
of  the  varieties  Cheddar  cheese,  washed 
curd  cheese,  colby  cheese,  and  granular 
cheese  is  not  more  than  40  percent,  and 
the  moisture  content  of  a  mixture  of 
swiss  cheese  and  gruyere  cheese  is  not 
more  than  44  percent. 

(ii)  The  fat  content  of  the  solids  of 
a  pasteurized  process  cheese  made  from 
two  or  more  varieties  of  cheese  is  not 
less  than  the  arithmetical  average  of  the 
minimum  fat  contents  prescribed  by  the 
definitions  and  standards  of  identity,  if 
any  there  be,  for  the  varieties  of  cheese 
used,  but  in  no  case  is  less  than  47  per¬ 
cent,  except  that  the  fat  content  of  the 
solids  of  a  pasteurized  process  gruyere 
cheese  'made  from  a  mixture  of  swiss 
cheese  and  gruyere  cheese  is  not  less 
than  45  percent. 
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(5>  Moisture  and  fat  are  determined 
by  the  methods  prescribed  in  S  133.113(c) . 

(6)  The  weight  of  each  variety  of 
cheese  in  a  pasteurized  process  cheese 
made  from  two  varieties  of  cheese  is  not 
less  than  25  percent  of  the  total  weight 
of  both,  except  that  the  weight  of  blue 
cheese,  nuworld  cheese,  roquefort  cheese, 
or  gorgonzola  cheese  is  not  less  than  10 
percent  of  the  total  weight  of  both,  and 
the  weight  of  llmburger  cheese  is  not  less 
than  5  percent  of  the  total  weight  of  both. 
The  weight  of  each  variety  of  cheese  in  a 
pastemized  process  cheese  made  from 
three  or  more  varieties  of  cheese  is  not 
less  than  IS  percent  of  the  total  weight 
of  all,  except  that  the  weight  of  blue 
cheese,  nuworld  cheese,  roquefort  chgese, 
or  gorgonzola  cheese  is  not  less  than  5 
percent  of  the  total  weight  of  an,  and  the 
weight  of  llmburger  cheese  is  not  less 
than  3  percent  of  the  tot4Ed  weight  of  aU. 
These  limits  do  not  apply  to  the  quantity 
of  Cheddar  cheese,  washed  curd  cheese, 
colby  cheese  and  granular  cheese  in  mix¬ 
tures  which  are  designated  as  “Ameri* 
can  cheese”  as  prescribed  in  paragraph 
(e>  (2)  (li)  of  this  section.  Such  mix¬ 
tures  are  considered  as  (me  variety  of 
cheese  fcN*  the  purposes  of  this  paragrai^ 

(a) (6). 

'  (7)  For  the  purposes  of  this  section, 
Cheddar  cheese  for  manufacturing, 
washed  curd  cheese  for  manufacturing, 
colby  cheese  for  manufacturing,  granu¬ 
lar  cheese  for  manufacturing,  brick 
cheese  for  manufacturing,  muenster 
cheese  for  manufacturing,  and  swiss 
cheese  for  manufacturing  are  considered 
as  Cheddar  cheese,  washed  curd  cheese, 
colby  (dieese,  granular  cheese,  brick 
cheese,  muenster  cheese,  and  swiss 
cheese,  respectively. 

(b)  Pasteurized  pr(x:ess  cheese  may  be 
smoked,  or  the  cheese  or  cheeses  from 
which  it  is  made  may  be  smoked,  before 
corrunlnuting  arul  mixing,  or  it  may  con- 
tsdn  substances  prepared  by  condensing 
or  precipitating  wood  smoke. 

(c)  The  emulsifidng  agent  referred 
to  in  paragraph  (a)  of  this  section  is 
one  or  any  mixture  of  two  or  more  of 
the  following;  Monosodiiun  phosphate, 
dlsodium  phosphate,  dlp<)tassium  phos¬ 
phate,  tiisodium  phosi^te,  sodium 
metaphosphate  (sodium  hexametaphos- 
phate) ,  sodium  acid  pyrophosphate, 
tetrasodium  pyrc^^hosphate,  sodium 
aluminum  phosphate,  sodium  citrate, 
potassium  citrate,  calcimn  citrate, 
sodium  tartrate,  and  sodium  potassium 
tartrate,  in  such  quantity  that  the 
weight  of  the  solids  of  such  emulsifying 
agent  is  not  more  than  3  percent  (rf  the 
weight  of  the  pasteurized  process  cheese. 

(d)  The  optional  ingre^ents  referred 
to  in  paragnmh  (a)  of  Uiis  section  are; 

(1)  An  acidifying  agent  consisting  of 
(me  or  any  mixture  of  two  or  more  of 
the  following;  A  vinegar,  lactic  acid,  cit¬ 
ric  acid,  acetic  acid,  and  phosphoric  acid, 
in  such  quantity  that  the  pH  of  the  pas¬ 
teurized  process  cheese  is  not  below  5.3. 

(2)  Cream,  anhydrous  milkfat,  de¬ 
hydrated  cream,  or  any  combination  of 
two  or  more  of  these,  in  such  qusmtity 
that  the  weight  of  the  fat  derived  there¬ 
from  is  less  than  5  percent  of  the  weight 
of  the  pasteurized  process  cheese. 


(3)  Water. 

(4)  Salt. 

(5)  Harmless  artificial  c(doring. 

(6)  Spices  or  fiavorings,  other  than 
any  which  singly  or  in  combination  with 
other  ingredients  simulate  the  fiavor  of 
a  cheese  of  any  age  or  variety. 

(7)  Pasteurized  pincess  (cheese  in  the 
form  of  slices  or  cuts  in  consumer-sized 
packages  may  (x>ntain  an  optional  mold- 
Inhibitlng  ingredient  consisting  of  not 
more  than  0.2  percent  by  weight  of  sorbic 
acid,  potassium  sorbate,  sodium  sorbate, 
or  any  c(Mnbination  of  two  or  more  of 
these,  or  consisting  of  not  more  than  0.3 
percent  by  weight  of  sodium  propi(mate, 
calcium  propionate,  or  a  combination  of 
so^um  propionate  and  calcium  propio¬ 
nate. 

(8)  Pasteurized  process  cheese  in  the 
form  of  slices  or  cuts  in  c(msumer-slzed 
packages  may  contain  lecithin  as  an  op¬ 
tional  anti-sticking  agent  in  an  amoimt 
not  to  exceed  0.03  percent  by  weight  of 
the  finished  product. 

(9)  Safe  and  suitable  enzyme  modified 
cheese. 

(e)  The  name  of  a  pasteurized  process 
cheese  for  which  a  definltl(m  and  stand¬ 
ard  of  identity  is  prescribed  by  this  sec¬ 
tion  is  as  follows; 

(1)  In  case  it  is  made  fnun  a  single 
variety  of  cheese,  its  name  is  “Pasteurized 

process _ cheese”,  the  Uaak 

being  filled  in  with  the  name  of  the  va¬ 
riety  of  cheese  used. 

(2)  In  case  it  is  made  from  two  or 
more  varieties  of  cheese,  its  name  is 

“Pasteurized  process  _  and 

_ cheese”,  ot  “Pasteurized 

process _ blended  with _ 

_ cheese”,  or  “Pasteurized  process 

blend  of _ and _ 

cheese”,  the  blanks  being  filled  in  with 
the  names  of  the  varieties  of  cheeses 
used,  in  order  of  predominance  by 
weight:  except  that: 

(i)  In  case  it  is  made  from  gruyere 
cheese  and  swiss  cheese,  and  the  weight 
of  gruyere  cheese  is  not  less  than  25  per¬ 
cent  of  the  weight  of  both,  it  may  be 
designated  “Pasteurized  process  gruyere 
cheese”;  and 

(il)  In  case  it  is  made  of  Cheddar 
cheese,  washed  curd  cheese,  colby  cheese, 
or  granular  cheese  or  any  mixture  of  two 
or  more  of  these,  it  may  be  designated 
“Pasteurized  process  American  cheese”; 
or  when  cheddar  cheese,  washed  cur(l 
cheese,  colby  cheese,  granular  cheese,  or 
any  mixture  of  two  or  more  of  these  is 
combined  with  other  varieties  of  cheese 
in  the  cheese  ingredient,  any  of  su(di 
cheeses  or  such  mixture  may  be  desig¬ 
nated  as  “American  cheese”. 

The  full  name  of  the  f(xxi  shall  appear 
on  the  principal  display  panel  of  the  label 
in  tsrpe  of  uniform  size,  style,  and  color. 
Wherever  any  word  or  statement  empha¬ 
sizing  the  name  of  any  ingredient  ap¬ 
pears  on  the  label  (other  than  in  an  in¬ 
gredient  statement  as  specified  in  para¬ 
graph  (g)  of  this  secti(m)  so  conspicu¬ 
ously  as  to  be  easily  seen  under  custo¬ 
mary  conditions  of  purchase,  the  full 
name  of  the  food  shall  immediately  and 
conspicuously  precede  or  follow  such 
word  or  statement  in  type  of  at  least  the 


same  size  as  the  type  used  in  such  word 
or  statement. 

(f)  The  name  of  the  food  shall  Include 
a  declaration  of  any  fiavoring.  includ¬ 
ing  smoke  and  substances  prepared  by 
condensing  or  precipitating  wo(xl  smoke, 
that  characterizes  the  pnxiuct  as  speci¬ 
fied  in  $101.22  of  this  chapter  and  a  dec¬ 
laration  of  any  spice  that  characterizes 
the  product. 

(g)  The  common  name  of  each  of  the 
ingredients  used  shall  be  declared  on 
the  label  as  required  by  the  implicable 
sections  of  Part  101  of  this  chapter  ex¬ 
cept  that: 

(1)  Artificial  coloring  need  not  be 
declared. 

(2)  If  the  cheese  ingredient  contains 
Cheddar  cheese,  washed  curd  cheese, 
colby  cheese,  granular  cheese,  or  any 
mixture  of  two  or  more  of  these,  such 
cheese  or  such  mixture  may  be  desig¬ 
nated  as  “American  cheese”. 

§  133.170  Pasteurized  process  rhf^so 
with  fruits,  vegetables,  or  meats. 

(a)  Unless  a  definition  and  standard 
of  Identity  specifically  applicable  is 
established  by  another  section  of  this 
part,  a  pasteurized  process  cheese  with 
fruits,  vegetables,  or  meats  or  mix¬ 
ture  of  these  is  a  food  which  ccmforms  to 
the  definition  and  standard  of  identity, 
and  is  subject  to  the  requirements  for 
label  statement  of  optional  Ingredients, 
prescribed  for  pasteurized  process  cheese 
by  S  133.169,  except  that: 

(1)  Its  moisture  content  may  be  1 
percent  more,  and  th«  milk  fat  content 
of  its  s(di(ls  may  be  1  percent  less  than 
the  limits  prescribed  by  §  133.169  for 
moisture  and  fat  in  the  corresponding 
pasteurized  process  cheese. 

(2)  It  contains  one  or  any  mixture  of 
two  or  more  of  the  following:  Any  prop¬ 
erly  prepared  cocdied,  canned,  or  dried 
fruit;  any  properly  prepared  cooked, 
canned,  or  dried  vegetable;  any  pr(H>erly 
prepared  cooked  or  canned  meat. 

(3)  When  the  added  fruits,  vegetables, 
or  meats  contain  fat,  the  meth(xi  pre¬ 
scribed  for  the  determination  of  fat  by 
9  133.113(c)  is  not  applicable. 

(b)  The  name  of  a  pasteurized  process 
cheese  with  fruits,  vegetables,  or  meats  is 
the  name  prescribed  by  9  133.169  for  the 
applicable  pasteurized  pnxress  cheese, 

followed  by  the  term  “with _ ”, 

the  blank  being  filled  in  with  the  com¬ 
mon  or  usual  name  or  names  of  the 
fruits,  vegetables,  or  meats  used,  in  order 
of  predominance  by  weight. 

§  133.171  PaMeurizf^  proceo!*  piniontu 
cheefie. 

Pasteurized  pnxiess  pimento  cheese  is 
the  f(xxl  which  conforms  to  the  defini¬ 
tion  and  standard  of  identity  for  pasteur¬ 
ized  pr(x:ess  cheese  with  fruits,  vege¬ 
tables.  or  meats,  and  is  subject  to  the  re¬ 
quirement  for  label  statement  of 
optional  ingredients,  except  that: 

(a)  Its  moisture  content  is  not  more 
than  41  percent,  and  the  fat  content  of 
its  solids  is  not  less  than  49  percent. 

(b)  The  cheese  Ingredient  is  cheddar 
cheese,  washed  curd  cheese,  colby  cheese, 
granular  cheese  or  any  mixture  of  two 
or  more  of  these  in  any  proportion. 
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(c)  For  the  purposes  of  this  sectltm. 
Cheddar  cheese  for  manufacturing, 
washed  oird  cheese  for  manufacturing, 
colbgr  cheese  for  manufacturing,  and 
granular  cheese  for  manufacturing  shall 
be  considered  as  Cheddar  cheese,  washed 
curd  cheese,  cc^by  cheese,  and  granular 
cheese,  respectively. 

(d)  The  onh^  fruit,  vegetable,  or  meat 
ingredient  is  pimentos  in  such  quantity 
that  the  weight  of  the  solids  thereof  is 
not  less  than  0.2  percent  of  the  weight 
of  the  finished  pasteurized  process  pi¬ 
mento  cheese. 

(e)  The  optional  Ingredients  desig¬ 
nated  in  S  133.169  (b)  and  (d)  (6)  are 
not  used. 

(f )  'nie  mandatory  ingredient  pimen¬ 
to  need  not  be  declared  in  the  ingredi¬ 
ent  statement  required  by  §  133.169(g). 

§  133.173  Pasteurized  proeess  cheese 
food. 

(а)  (1)  A  pasteurized  process  cheese 
food  is  the  food  prepared  by  comminut¬ 
ing  and  mixing,  with  the  aid  of  heat,  one 
or  more  of  the  optional  cheese  ingredi¬ 
ents  prescribed  in  paragraph  (c)  of  this 
section,  with  one  or  more  of  the  optional 
dairy  ingredients  prescribed  in  para¬ 
graph  <d)  ctf  this  section,  into  a  homo¬ 
geneous  plastic  mass.  One  or  more  of 
ttie  (vtional  Ingredients  specified  in 
pazagrapb  (e)  of  this  section  may  be 
used. 

<2)  Diuing  its  preparation,  a  pasteur¬ 
ized  process  cheese  food  is  heated  for  not 
less  than  30  seconds,  at  a  temperature  of 
not  less  than  150*  F.  When  tested  for 
tdio^diatase  by  the  method  prescribed  in 
fi  ISS.llSCf ) ,  the  phenol  equivalent  of  0.25 
gram  of  pasteurized  process  cheese  food 
is  not  more  than  3  inicrograms. 

(3)  The  moisture  ccmtent  of  a  pas¬ 
teurised  process  cheese  food  is  not  more 
ttian  44  percent,  and  the  fat  content  is 
not  less  than  28  percent. 

(4)  Moisture  and  fat  are  determined 
by  the  methods  prescribed  in  fi  133.113 
(c) ,  eaeept  that  in  determining  moisture 
the  loss  In  weight  vdiich  occurs  in  drying 
'4or  5  hours,  under  the  conditions  pre¬ 
scribed  in  such  method.  Is  taken  as  the 
weliht  of  moisture. 

The  weight  of  the  cheese  Ingredl- 
«nt  prescribed  paragraph  (a)(1)  of 
thte  section  constitutes  not  less  than 
SI  of  ttie  weight  of  the  finished 

pasteurised  process  cheese  food. 

(б)  The  weight  of  each  variety  of 

cheese  in  a  pasteurized  process  cheese 
food  made  with  two  varieties  of  cheese 
is  not  less  than  25  percent  of  the  total 
weight  of  both,  except  that  the  weight 
of  blue  cheese,  nuworld  cheese,  roquefort 
cheese,  gorgonzola  cheese,  or  Umburger 
cheese  is  not  less  than  10  percent  of  the 
total  we^t  of  both.  The  weight  of  each 
variety  of  cheese  in  a  pasteurized  process 
cheese  food  made  with  three  or  more 
varieties  of  cheese  is  not  less  than  15  per¬ 
cent  of  the  total  weight  of  all,  except 
that  the  wefcW;  of  blue  cheese,  nuworld 
cheese,  roquefort  cheese,  gorgonzola 
cheese,  or  Mnoiburger  cheese  is  not  less 
tfhan  5  permit  of  the  total  weight  of  all. 
Tbeae  dn  jaot  mptOy  to  the  quan¬ 

tity  at  dheddar  dmese,  wadied  curd 
cheese,  odby  cheese,  and  granular  cheese 


In  mixtures  which  are  designated  as 
"American  cheese"  sis  prescribed  in  para¬ 
graph  (h)  (5)  of  this  section.  Such  mix¬ 
tures  are  considered  su  one  vsu’lety  of 
cheese  for  tl^  purposes  of  this  subpara¬ 
graph. 

(7)  For  the  purposes  of  this  section, 
cheddsu-  cheese,  for  nmnufsicturlng. 
washed  curd  cheese  for  manufacturing, 
colby  cheese  for  msmufacturing,  granu¬ 
lar  cheese  for  manufsicturlng.  brick 
cheese  for  manufacturing,  muenster 
cheese  for  manufacturing,  smd  swlss 
cheese  for  msmufqcturing  are  considered 
as  cheddsir  cheese,  wsushed  curd  cheese, 
colby  cheese,  granular  cheese,  brick 
cheese,  muenster  cheese,  and  swlss 
cheese,  respectively. 

(b)  Pasteurized  process  cheese  food 
may  be  smoked,  or  the  cheese  or 
cheeses  from  which  it  is  made  may  be 
smoked,  before  comminuting  and  mixing, 
or  it  may  contain  substances  prepared 
by  condensing  or  precipitating  wood 
smoke. 

(c) ’  The  optional  cheese  ingredients 
referred  to  in  paragraph  (a)  of  this 
section  are  one  or  more  cheeses  of  the 
same  or  two  or  more  varieties,  except 
cream  cheese,  neufchatel  cheese,  cottage 
cheese,  creamed  cottage  cheese,  c(X)k 
cheese,  a-n^  skim -milk  cheese  for  manu¬ 
facturing,  and  except  that  hard  grating 
cheese,  semlsoft  part  skim  cheese,  and 
part-skim  spiced  cheese  are  not  used 
alone  or  in  combination  with  each  other 
as  the  cheese  ingredient. 

(d)  The  optional  dairy  ingredients  re¬ 
ferred  to  in  paragraph  (a)  of  this  sec¬ 
tion  are  cream,  milk,  skim  milk,  butter¬ 
milk,  cheese  whey,  any  of  the  foregoing 
from  vdikdi  part  of  the  water  has  been 
removed,  anhydrous  milkfat,  dehydrated 
cream,  albumin  from  cheese  whey,  and 
skim  milk  cheese  for  manufacturing. 

(e)  The  other  optional  Ingredients 
referred  to  In  paragraph  (a)  of  this 
section  are: 

(1)  An  emulsifying  agent  consisting 
of  one  or  any  mixture  of  two  or  more  of 
the  following:  Monosodium  phosphate, 
dLsodiiim  phosphate,  dlpotassium  ifiios- 
phate,  trisodium  phosphate,  sodium 
metaphosphate  (sodium  hexametaphos- 
phate) .  Bodlinn  acid  pyrophosphate, 
tetrasodium  ps^phosifiiate,  sodium 
aluminum  ifiiosphate,  sodium  citrate, 
potassium  citrate,  calcium  citrate,  so- 
diinn  tartrate,  and  sodium  potassium 
tartrate,  in  such  quantity  that  the 
weight  of  the  solids  01  such  emidsifylng 
agent  is  not  more  than  S  percent  of  the 
weight  of  the  pasteurized  process  cheese 
food. 

(2)  An  acidifying  agent  consisting  of 
one  or  any  mixture  of  two  or  more  of  'ttie 
following:  A  vinegar,  lactic  acid,  citric 
acid,  acetic  add,  and  phosidioric  add  in 
such  quantity  that  the  of  the  pcwteur- 
irod  process  cheese  food  is  not  b^w  5.0. 

(8)  Water. 

(4)  Salt. 

(5)  Harmless  attifidal  coloring. 

(6)  Spices  or  flavocingB  other 'than 
any  wiii^  singly  or  In  combination  with 
other  ingredtants  rlwiulaie  the  fiavor  of 
cheese  of  any  age  xn*  variety. 

(7)  Pasteiutsed  innoess  cheeee  food  in 
the  form  of  slices  or  cuts  in  consiuner- 


slzed  packages  may  contain  an  optional 
mold-inhibiting  In^dlent  mnsisting  of 
not  more  than  0J2  percent  by  weight  of 
sorbic  acid,  potassium  sorbate,  sodium 
sorbate,  or  any  combination  of  two  or 
more  of  these,  or  consisting  of  not  more 
than  0.3  percent  by  weight  of  sodium 
propionate,  calcium  propionate,  or  a 
combination  of  sodiiim  propionate  and 
calcium  propionate. 

(8)  Pasteurized  process  cheese  food  in 
the  form  of  slices  or  cuts  in  consumer¬ 
sized  packages  may  contain  lecithin  as 
an  optional  anti-sticklng  agent  In  an 
amount  not  to  exceed  0.03  percent  by 
weight  of  the  finished  product. 

(9)  Safe  and  suitable  enzyme  modified 
ch^e. 

tf)  The  name  of  the  food  Is  “Pasteur¬ 
ized  process  cheese  food”.  The  full  name 
of  the  food  shall  appear  on  the  prlndpal 
display  panel  of  the  label  in  type  of  uni¬ 
form  size,  style,  and  color.  Wherever  any 
word  or  statement  emphasizing  the  name 
of  any  ingredient  appears  on  the  label 
(other  than  In  an  Ingredient  statement 
as  specified  in  paragraph  (h)  of  this  sec¬ 
tion)  so  conspicuously  as  to  he  easily 
seen  under  customary  conditions  of  pur¬ 
chase,  the  full  name  of  the  food  shall 
immediately  and  conspicuously  precede 
or  follow  such  word  or  statement  In  type 
of  at  least  the  same  size  as  the  type  used 
in  such  word  or  statement. 

(g)  The  name  of  the  food  shall  In¬ 
clude  a  declaration  of  any  flavoglng, 
including  smoke  and  substances  pre¬ 
pared  by  condensing  or  precipitating 
wood  smoke,  that  characterizes  the  prod¬ 
uct  as  specified  in  $  101.22  of  this  chapter 
and  a  declaration  of  any  spice  ttiat  char¬ 
acterizes  the  product. 

(h)  TTie  common  name  of  each  of  the 
Ingredients  used  shall  be  declared  on  i^e 
label  as  required  by  file  applicable  sec¬ 
tions  of  Part  101  of  this  chapter,  except 
that: 

(1)  Plastic  cream  and  dried  cream  may 
be  declared  as  “cream”. 

(2)  Concentrated  milk  and  dried  milk 
may  be  declared  as  “milk”. 

(3)  Concentrated  skim  milk  and  non¬ 
fat  dry  milk  may  be  declared  as  “Skim 
milk”. 

(4)  Cheese  whey,  concentrated  Cheese 

whey,  and  dried  cheese  whey  may  be 
declared  as  “whey”.  -• 

(5)  H  the  cheese  ingredient  contains 
Cheddar  (dieese,  washed  curd  dieese. 
colby  cheese,  granular  cheese,  or  any 
mixture  of  two  or  more  of  these,  such 
cheese  or  such  mixture  may  be  desig¬ 
nated  as  “American  cheese”. 

§  133.174  Pastenrized  proceos  clicic»< 
feed  Wifa  vepetable*,  «r 

meats. 

(a)  Pasteurized  process  cheese  food 
with  fruits,  vegetables,  or  meats,  mix¬ 
tures  of  these  is  the  food  which  confonns 
to  file  definition  and  standard  of  iden¬ 
tity.  and  is  BUbiect  to  the  requirements 
for  labdl  statement  of  opfional  ingredi- 
ents,  prescribed  for  pasteurlaed  process 
cheese  food  by  3  133.178,  except  that: 

(1)  Its  milk  fat  content  is  not  less 
fiian  22  percent. 

(2)  It  contains  one  or  any  mixture  of 
two  or  more  of  the  following:  Any  prop- 
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erly  prepared  cooked,  canned,  or  dried 
fruit;  any  properly  prepared  cooked, 
canned,  or  dried  vegetable;  any  properly 
prepared  cooked  or  canned  meat. 

(3)  When  the  added  fruits,  vegetables, 
or  meats  contain  fat.  the  method  pre¬ 
scribed  for  the  determination  of  fat  by 
$  133.113(0  is  not  applicable. 

-<b)  The  name  of  a  pasteurized  process 
cheese  food  with  fnilts,  vegetables,  or 
meats  is  “Pasteurized  process  cheese  food 

with _ ”,  the  blank  being  filled 

in  with  the  common  or  usual  name  or 
names  of  the  fruits,  vegetables,  or  meats 
used,  in  order  of  predominance  by 
weight 

(c)  If  the  only  vegetable  ingredient  is 
pimento,  and  no  meat  or  fruit  ingredient 
is  used,  the  weight  of  the  solids  of  such 
pimentos  is  not  less  than  0.2  percent  of 
the  weight  of  the  finished  food.  The 
name  of  this  food  is  “Pimento  ps^teur- 
ized  process  cheese  food"  or  “Pasteurized 
process  pimento  cheese  food”. 

§  133.175  PasteuriEed  chee«r  Kpread. 

Pasteurized  cheese  spread  is  the  food 
which  conforms  to  the  definition  and 
standard  of  identity,  and  is  subject  to 
the  requirements  of  label  statement  of 
optional  ingredients,  prescribed  for  pas¬ 
teurized  process  cheese  spread  by 
S  133.179.  except  that  no  emulsifying 
agent  as  prescribed  by  §  133.179(e)  is 
used. 

§  133.176  Pasteuriced  cheese  Mprracl 
with  fruits,  vegetables,  or  meats. 

(a)  Pasteurized  cheese  spread  with 
fruits,  vegetables,  or  meats  or  mixtures 
of  these  is  the  food  which  conforms  to 
the  definition  and  standard  of  identity 
and  is  subject  to  the  requirements  for 
label  statement  of  optional  ingredients 
prescribed  for  pasteurized  cheese  spread 
by  §  133.175,  except  that: 

(1)  It  contains  one  or  any  mixture  of 
two  or  more  of  the  following:  Any  prop¬ 
erly  prepared  cooked,  canned,  or  dried 
fruit;  any  properly  prepared  cooked, 
canned,  or  dried  vegetable;  any  properly 
prepar^  cooked  or  canned  meat. 

(2)  When  the  added  fruits,  vegetables, 
or  meats  contain  fat.  the  method  pre¬ 
scribed  for  the  determination  of  fat  by 
§  133.113(c)  is  not  applicable. 

(b)  The  name  of  a  pasteurized  cheese 
spread  with  fruits,  vegetables,  or  meats  is 

“Pasteurized  cheese  spread  with-_j - 

_ ”,  the  blank  being  filled  in  with 

the  name  or  names  of  the  fruits,  vege¬ 
tables.  or  meats  used,  in  order  of  pre¬ 
dominance  by  weight. 

§  133.178  Panteurized  neufcliuU'l  rhers<* 
spread  with  other  foods. 

(a)(1)  Pasteurized  neufchatel  cheese 
spread  with  other  foods  is  the  class  of 
foods  each  of  which  is  prepared  by  mix¬ 
ing,  with  the  aid  of  heat,  neufchatel 
cheese  with  one  or  a  mixture  of  two  or 
more  prc^ierly  prepared  foods  (except 
other  cheeses),  such  as  fresh,  cooked, 
canned,  or  dried  fruits  or  vegetables; 
cooked  or  canned  meats;  relishes,  pickles 
or  other  foods  suitable  for  blending  with 
neufchatel  cheese.  It  may  cemtain  one 
or  any  mixture  two  or  more  of  the  op- 
tltmal  ingredients  named  in  paragraph 


(b)  of  this  sectiem.  The  amount  of  the 
added  food  or  foods  must  be  sufficient 
to  so  differentiate 'the  blend  that  it  does 
not  simulate  neufchatel  cheese.  It  is 
spreadable  at  70*  F. 

(2)  During  its  preparation  the  mixture 
is  heated  for  not  less  than  30  seconds  at 
a  temiierature  of  not  less  than  150*  F. 
When  tested  for  phosphatase  by  the 
method  prescribed  in  M33. 113(f).  the 
phenol  equivalent  of  0.25  gram  of  such 
food  is  not  more  than  3  micrograms. 

(3) '  (i)  No  water  other  than  that  con¬ 
tained  in  the  ingredients  used  is  added 
to  this  food,  but  the  moisture  content  in 
no  case  is  more  than  65  percent. 

(ii)  The  milk  fat  is  not  less  than  20 
percent  by  weight  of  the  finished  food. 

(b)  The  optimal  ingredients  referred 
to' in  paragraph  (a)  of  this  section  are: 

(1)  (i)  One  or  any  mixture  of  two  or 
more  of  the  following:  Qum  karaya,  gum 
tragacanth,  carob  bean  gtun,  gelatin, 
algin  (sodium  alginate),  propylene  gly¬ 
col  alginate,  guar  gum,  sodium  carboxy- 
methylcellulose  (cellulose  giun),  car¬ 
rageenan,  oat  gum.  or  xanthan  gum.  The 
total  quantity  of  any  such  substances, 
including  that  contained  in  the  neufcha¬ 
tel  cheese,  is  not  more  than  0.8  percent 
by  weight  of  the  finished  food. 

(ii)  When  one  or  more  of  the  optional 
ingredients  in  paragraph  (b)(1)  (i)  of 
this  section  are  used,  dioctyl  sodium 
sulfosuccinate  complying  with  the  re¬ 
quirements  of  i  172.810  of  this  chapter 
may  be  used  in  a  quantity  not  in  excess 
of  0.5  percent  by  weight  of  such  ingredi¬ 
ents. 

(2)  Artificial  coloring,  unless  such  ad¬ 
dition  conceals  damage  or  inferiority  or 
makes  the  finished  food  appear  better 
or  of  greater  value  than  it  is. 

(3)  An  acidifying  agent  consisting  of 
one  or  a  mixture  of  two  or  more  of  the 
following:  A  vinegar,  acetic  acid,  lactic 
acid,  citric  acid,  phosphoric  acid. 

(4)  A  sweetening  agent  consisting  of 
one  or  a  mixture  of  two  or  more  of  the 
following:  Sugar,  dextrose,  com  sirup, 
com  simp  solids,  glucose  simp,  glucose 
simp  solids,  maltose,  malt  simp,  hy¬ 
drolyzed  lactose. 

15)  Cream,  milk,  skim  milk,  butter¬ 
milk,  cheese  whey,  any  of  the  foregoing 
from  which  part  of  the  water  has  been 
removed,  anhydrous  milkfat,  dehydrated 
cream,  and  albumin  fr(Hn  cheese  whey. 

(c)  The  name  of  the  food  is 
“pasteurized  Neufch&tel  cheese  spread 

with  _ ”  or  “pasteurized 

Neufch&tel  cheese  spread  and _ 

_ ”,  the  blank  being  filled  in  with  the 

common  names  of  the  foods  added,  in 
order  of  predominance  by  weight.  The 
full  name  of  the  food  shall  appear  on 
the  principal  display  panel  of  the  label 
in  type  of  uniform  size,  styie,  and  color. 
Wherever  any  word  or  statement  empha¬ 
sizing  the  name  of  any  ingredient  ap¬ 
pears  on  the  label  (other  than  in  an 
ingredient  statement  as  specified  in  para¬ 
graph  (d)  of  this  section)  so  conspicu¬ 
ously  as  to  be  easily  seen  under  custom¬ 
ary  conditions  of  purchase,  the  full  name 
of  the  food  shall  immediate  and  con¬ 
spicuously  precede  or  follow  such  word 
or  statement  in  type  of  at  least  the 


same  size  as  the  type  used  in  such  word 
or  statement. 

(d)  The  conmum  name  of  each  of  the 
ingredients  used  shall  be  declared  on  the 
label  as  required  by  the  applicable  sec¬ 
tions  of  Part  101  of  this  chapter,  except 
that: 

(1)  Plastic  cream  and  dried  cream 
may  be  declared  as  “cream”. 

(2)  Conemtrated  milk  and  dried  milk 
may  be  declared  as  “milk”. 

(3)  Concentrated  skim  milk  and  non¬ 
fat  dry  milk  may  be  declared  as  “skim 
milk”. 

§  133.179  Pa.’ilrui'izt'd  proc«v-s  ihc«*!>e 
spread. 

(а)  (1)  Pasteurized  process  cheese 
spread  is  the  food  prepared  by  com¬ 
minuting  and  mixing,  with  the  aid  of 
heat,  one  or  more  of  the  optional  cheese 
ingr^ients  prescribed  in  paragraph  (c) 
of  this  section,  with  or  without  one  or 
more  of  the  optional  dairy  ingredients 
prescribed  in  paragraph  (d)  of  this  sec¬ 
tion,  with  one  or  more  of  the  emulsifying 
agents  prescribed  in  paragraph  (e)  of 
this  section,  and  with  or  without  one  or 
more  of  the  optional  ingredients  pre¬ 
scribed  by  paragraph  (f )  of  this  section, 
into  a  homogeneous  plastic  mass,  which 
is  spreadable  at  70®  F. 

(2)  During  its  preparation,  a  pasteur¬ 
ized  process  cheese  spread  is  heated  for 
not  less  than  30  seconds  at  a  tempera¬ 
ture  of  not  less  than  150*  F.  When 
tested  for  phosphatase  by  the  method 
prescribed  in  i  133.113(f)  the  phewol 
equivalent  of  0.25  gram  of  pasteurized 
process  cheese  spread  is  not  more  than  3 
micrograms. 

(3)  The  moisture  content  of  a  pas¬ 
teurized  process  cheese  spread  is  more 
than  44  percent  but  not  more  than  60 
percent,  and  the  milk  fat  content  is  not 
less  than  20  percent. 

(4)  Moisture  and  fat  are  determined 
by  the  methods  prescribed  in  8  133.113 

(c).  except  that  in  determining  moisture 
the  loss  in  weight  which  occurs  in  drying 
for  5  hours  under  the  conditions  pre¬ 
scribed  in  such  method,  is  taken  as  the 
weight  of  the  moisture. 

(5)  The  weight  of  the  cheese  ingredi¬ 
ent  referred  to  in  paragraph  (a)(1)  of 
this  section  constitutes  not  less  than 
51  percent  of  the  weight  of  the  pasteur¬ 
ized  process  cheese  spread. 

(б)  The  weight  of  each  variety  of 
cheese  in  a  pasteurized  process  cheese 
spread  made  with  two  varieties  of  cheese 
is  not  less  than  25  percent  of  the  total 
weight  of  both,  except  that  the  weight  of 
blue  cheese,  nuworld  cheese,  roquefort 
cheese,  gorgonzola  cheese,  or  limburger 
cheese  is  not  less  than  10  percent  of  the 
total  weight  of  both.  The  weight  of  each 
variety  of  cheese  in  a  pasteurized  process 
cheese  spread  made  with  three  or  more 
varieties  of  cheese  is  not  less  than  15 
percent  of  the  total  weight  of  all,  except 
that  the  weight  of  blue  cheese,  nuworld 
cheese,  roquefort  cheese,  gorgonzola 
cheese,  or  limburger  cheese  is  not  less 
than  5  percent  of  the  total  weight  of  all. 
These  limits  do  not  apply  to  the  quantity 
of  Cheddar  cheese,  washed  curd  cheese, 
colby  cheese,  and  granular  cheese  in  mix¬ 
tures  which  are  designated  as  “American 
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cheese”  as  prescribed  in  paragraph  (1) 

(5)  of  this  section.  Such  mixtures  are 
considered  as  one  variety  of  cheese  for 
the  purposes  of  this  paragraph  (a)  (6) . 

(7)  For  the  purposes  of  this  section, 
Cheddar  cheese  for  manufacturing, 
washed  curd  cheese  for  manufacturing, 
colby  cheese  for  manufacturing,  granular 
cheese  for  manufacturing,  brick  cheese 
for  manufacturing,  muenster  cheese  for 
manufactiuing,  and  swiss  cheese  for 
manufacturing  are  considered  as  Ched¬ 
dar  cheese,  washed  curd  cheese,  colby 
cheese,  granular  cheese,  brick  cheese, 
muenster  cheese,  and  swiss  cheese, 
respectively. 

<b)  Pasteurized  process  cheese  spread 
may  be  smoked,  or  the  cheese  op  cheeses 
frcxn  which  it  is  made  may  be  smoked, 
before  ccHnminuting  and  mixing,  or  it 
may  contain  substances  pr^ared  by 
condensing  or  precipitating  wood  smoke. 

(c)  The  optional  cheese  ingredients 
referred  to  in  paragraph  (a)  of  this  sec¬ 
tion  afe  one  or  more  cheeses  of  the  same 
or  two  or  more  varieties,  except  that 
skim-milk  cheese  for  manufacturing  may 
not  be  used,  and  except  that  cream 
cheese,  neufchatel  cheese,  cottage  cheese, 
creamed  cottage  cheese,  cook  cheese, 
hard  grating  cheese,  semisoft  part-skim 
cheese,  and  part-skim  spiced  cheese  are 
not  used,  alone  or  in  combination  with 
each  other,  as  the  cheese  ingredient. 

(d)  The- optional  dairy  Ingredients  re¬ 
ferred  to  in  paragraph  (a)  of  this  sec¬ 
tion  are  cream,  milk,  skim  milk,  butter¬ 
milk,  cheese  whey,  any  of  the  foregoing 
from  which  part  of  the  water  has  been 
removed,  anhydrous  milkfat,  dehydrated 
cream,  albumin  from  cheese  whey,  and 
skim  milk  cheese  for  manufacturing. 

(e)  The  emul6if3hng  agents  pre¬ 
scribed  in  paragraph  (a)  of  this  section 
are  one  or  any  mixture  of  two  or  more 
of  the  following;  Monosodium  phos¬ 
phate,  disodium  phosphate,  dipotassium 
phosphate,  trisodium  phosphate,  sodium 
meteiphosphate  (sodium  hexametaphos- 
phate) .  sodium  acid  psrrophosphate, 
tetrasodium  pyrophosphate,  sodium 
aliuninum  phosphate,  sodium  citrate, 
potassium  citrate,  calcium  citrate, 
sodium  tartrate,  and  sodium  potassiuih 
tartrate,  in  such  quantity  that  the 
weight  of  the  solids  of  such  anulsif3ing 
agent  is  not  more  than  3  percent  of  the 
weight  of  the  pasteurized  process  cheese 
spread. 

(f )  The  other  optional  ingredients  re¬ 
ferred  to  in  paragraph  (a)  of  this  sec¬ 
tion  are; 

<1)  (i)  One  or  any  mixtiue  of  two  or 
more  of  the  following;  Carob  bean  gum, 
gum  karaya,  giun  tragacanth,  guar  gtun, 
gelatin,  sodium  carboxsnnethylcellulose 
(oellulose  gum),  carrageenan,  oat  gum, 
algin  (sodium  alginate) ,  propylene  glycol 
alginate,  or  zanthan  ginn.  TTie  total 
weight  of  such  substances  is  not  more 
than  0.8  percent  of  the  weight  of  the  fin¬ 
ished  food. 

(ii)  When  one  -or  more  of  the  optional 
ingiadients  In  paragraidi  <f)(l)(i)  of 
this  saoiion  are  used,  dioctyl  sodium  sul- 
foeuccinate  complying  with  ttie  require¬ 
ments  of  j  178.810  of  tills  chapter  may 
be  used  in  a  gwantily  not  In  excess  of 
0  A  percent  hy  weiidit  of  such  Ingredients. 


(2)  An  acidifying  agent  consisting  of 
one  or  any  mixture  of  two  or  more  of 
the  following;  A  vinegar,  lactic  acid, 
citric  acid,  acetic  acid,  and  phosphoric 
acid,  in  such  quantity  that  the  pH  of 
the  pasteurized  process  cheese  spread 
is  not  below  4.0. 

(3)  A  sweetening  agent  consisting  of 
one  or  any  mixture  of  two  or  more  of  the 
following;  Sugar,  dextrose,  com  sugar, 
com  sirup,  com  simp  solids,  glucose 
simp,  glucose  sirup  solids,  maltose, 
malt  simp,  and  hydroh^zed  lactose,  in  a 
quantity  necessary  for  seasoning. 

(4)  Water. 

(5)  Salt 

(6)  Harmless  artificial  coloring. 

(7)  Spices  or  flavorings  other  than 
any  which  singly  or  in  combination  with 
other  ingredients  simulate  the  fiavor  of 
a  cheese  of  any  age  or  variety. 

(8)  Pasteurized  process  cheese  spread 
in  consumer-sized  packages  may  con¬ 
tain  an  optional  mold-inhibiting  ingredi¬ 
ent  consisting  of  sorbic  acid,  potassiiun 
sorbate,  sodium  sorbate,  or  any  com¬ 
bination  of  two  or  more  of  these,  in  an 
amount  not  to  exceed  0.2  percent  by 
weight,  calculated  £s  sorbic  acid  or  con¬ 
sisting  of  not  more  than  0.3  percent  by 
weight  of  sodium  propionate,  calcium 
propionate,  or  a  combination  of  sodium 
propionate  and  calcium  propionate. 

(9)  Pasteurized  process  cheese  spread 
in  consumer-sized  packages  may  contain 
lecithin  as  an  optional  anti-sticking 
agent  in  an  amount  not  to  exceed  0.03 
percent  by  weight  of  the  finished 
product. 

(10)  Safe  and  suitable  enzyme  modi¬ 
fied  cheese. 

(g)  The  name  of  the  food  is  “pasteur¬ 
ized  process  cheese  spread.”  The  full 
name  of  the  food  shall  appear  on  the 
principal  display  panel  of  the  label  in 
type  of  uniform  size,  style,  and  color. 
Wherever  any  word  or  statement  empha¬ 
sizing  the  name  of  any  Ingredient  appears 
on  the  label  (other  than  in  an  ingre^ent 
statement  as  specified  in  paragraph  (i) 
of  this  section)  so  conspicuously  as  to  be 
easily  seen  under  customary  conditions  of 
purchase,  the  full  name  of  the  food  shall 
immediately  and  conspicuously  precede 
or  follow  such  word  or  statement  in  type 
of  at  least  the  same  size  as  the  type  used 
in  such  word  or  statement. 

(h)  The  name  of  the  food  shall  include 
a  declaration  of  any  fiavoring.  Includ¬ 
ing  smoke  and  substances  prepared  by 
condensing  or  precipitating  wood  smoke, 
that  characterizes  the  product  as  speci¬ 
fied  in  §  101.22  of  this  chapter  and  a  dec¬ 
laration  of  any  spice  that  characterizes 
the  product. 

(i)  The  common  name  of  each  of  the 
Ingredients  used  shall  be  declared  on  the 
label  as  required  by  the  applicable  sec¬ 
tions  of  Fait  101  of  this  copter,  except 
that; 

(1)  Plastic  cream  and  dried  creaifi 
may  be  declared  as  “cream”. 

(2)  Concentrated  milk  and  dried  milk 
may  be  de(ilared  as  “milk*\ 

(3)  Conoentrated  skim  milk  and  non¬ 
fat  dry  milk  may  be  declared  as  “8kim 
milk”. 

(4)  Cheese  whey,  concentrated  cheme 


whey,  and  dried  cheese  whey  may  be  de¬ 
clared  as  “whey”. 

(5)  If  the  cheese  ingredient  contains 
Cheddar  cheese,  washed  curd  cheese, 
colby  cheese,  granular  cheese,  or  any 
mixture  of  two  or  more  of  these,  such 
cheese  or  such  mixture  may  be  desig¬ 
nated  as  “American  cheese”. 

§  133.180  Pasteurized  proeem  cheese 
ftpread  with  fruits,  vegetable*,  or 
meats. 

(a)  Pasteurized  process  cheese  spread 
with  fruits,  vegetables,  or  meats  or  mix¬ 
tures  of  these  is  the  food  which  conforms 
to  the  definition  and  standard  of  iden¬ 
tity,  and  is  subject  to  the  requirements 
for  label  statement  of  optional  ingredi¬ 
ents,  prescribed  for  pastetuized  process 
cheese  spread  by  §  133.179,  except  that; 

(1)  It  contains  one  or  any  mixture  of 
two  or  more  of  the  following;  Any  prop¬ 
erly  prepared  cooked,  canned,  or  dried 
fruit;  any  properly  prepared  cooked, 
canned,  or  dried  vegetable;  any  properly 
prepared  cooked  or  canned  meat. 

(2)  When  the  added  fruits,  vegetables, 
or  meats  contain  fat,  the  method  pre¬ 
scribed  for  the  determination  of  fat  by 
§  133.113(c)  is  not  applicable. 

(b)  The  name  of  a  pasteiutzed  process 

cheese  spread  with  fruits,  vegetables,  or 
meats  is  “Pasteurized  process  cheese 
spread  with _ ”,  the  blank  be¬ 

ing  filled  in  with  the  name  or  names  of 
the  fruits,  vegetables,  or  meats  used,  in 
order  of  predominance  by  weight. 

§  133.181  Provelone  anu  pa«1a  Alata 
cheese. 

(a)  Provolone  cheese,  paista  filata 
cheese,  is  the  food  prepared  from  milk 
and  other  ingredients  specified  In  this 
section,  by  the  procedure  set  forth 
in  paragraph  (b)  of  this  section,  or  by 
another  procedure  which  produces  a 
finished  cheese  having  the  same  physical 
and  chemical  properties  as  the  cheese 
produced  when  the  procedure  set  forth 
In  paragraph  (b)  of  this  section  is  used. 
•It  has  a  stringy  textiu^e,  and  may  be 
•made  in  several  shapes.  It  contains  not 
•more  than  45  percent  of  moisture,  and 
'its  solids  contain  not  less  than  45  per¬ 
cent  of  milk  fat.  as  determined  by  the 
■methods  prescribed  in  S133J.13(c).  If 
•the  milk  used  is  not  pasteurized,  the 
'cheese  so  made  is  held  at  a  temperatiu-e 
•of  not  less  than  35*  F  for  not  less  than  60 
days. 

(b)  Milk,  which  may  be  pasteurized 
or  clarified  or  both,  and  which  may  be 
•a'armed,  is  subjected  to  the  action  of 
harmless  lactic-acid-producing  bacteria, 
present  in  such  milk  or  added  thereto. 
Harmless  artificial  blue  or  green  coloring 
4n  a  quantity  which  neutralizes  any 
natural  yellow  coloring  in  the  curd  may 
•be  added.  Sufficient  rennet,  rennet  paste, 
•extract  of  rennet  paste,  or  other  safe  and 
suitable  milk-clotting  enzyme  that  pro¬ 
duces  equivalent  curd  formation,  singly 
or  in  any  combination  (with  or  without 
purified  calcium  chloride  in  a  quantity 
not  more  than  0.02  percent,  calculated 
as  anhydrous  calcium  chloride,  of  the 
weight  of  the  milk)  te  added  to  set  the 
milk  to  a  semisolid  mass.  The  mass  Is 
cut,  stirred,  and  heated  so  as  to  promote 
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and  regulate  the  separaticm  of  whey  from 
the  ciinL  The  whey  Is  drained  off  and 
the  curd  is  matted  and  cut.  inunersed  In 
hot  water,  and  kneaded  and  stretched 
until  it  is  smooth  and  free  from  lumps. 
Then  it  is  cut  and  molded.  During  ^e 
molding  the  curd  Is  kept  sufficiently 
warm  to  cause  proper  sealing  of  the 
surface.  The  molded  curd  is  then  firmed 
by  immersion  'in  c(dd  water,  salted  In 
brine,  and  dried.  Some  shapes  may  be 
encased  in  ropes  or  twine  b^ore  drying. 
Provolone  cheese  may  be  smcdced  or  it 
may  have  added  to  It  a  clear  aqueous 
solution  prepared  by  condensing  or  pre¬ 
cipitating  wood  smoke  In  water.  It  is 
given  some  additional  curing  and  covered 
with  paraffin  or  similar  wax.  A  harmless 
preparation  of  enxymes  of  animal  or 
plant  origin  capable  of  aiding  In  the  cur¬ 
ing  or  development  of  flavor  of  provolone 
cheese  may.  be  added  during  Ure  jvoce- 
dure  in  such  quantity  that  the  weight 
of  the  solids  of  such  preparation  is  not 
more  than  0.1  percent  of  the  weight  of 
Uie  milk  used. 

(c)  For  the  purposes  of  this  section: 

(1)  The  word  “milk”  means  cow’s 

milk,  which  may  be  adjusted  by  separat¬ 
ing  part  ot  the  fat  therefrom  or  by 
adding  thereto  orre  or  more  of  the  follow¬ 
ing;  Cream,  skim  milk,  concentrated 
skim  milk,  nonfat  dry  milk,  water  hi  a 
quantity  sufficient  to  reconstitute  any 
concentrated  skhn  milk  or  nonfat  dry 
milk  used. 

(3)  Milk  Shan  be  deemed  to  have  been 
pasteurized  if  It  has  been  held  at  a  tem¬ 
perature  of  not  less  than  143*  P  for  a 
period  of  not  less  than  30  minutes,  or  for 
a  thne  and  at  a  temperature  equivalent 
thereto  in  iriiosi^atase  destruction. 
Prov(4one  cheese  shall  be  deemed  not  to 
have  been  made  from  pasteurized  rnilk 
If  0.35  gram  ^ows  a  phenol  eqrrivalen't  of 
more  than  3  micrograms  when  tested 
by  the  method  luescrfbed  In  S  133.113(f) . 

(3)  Sudi  milk  may  be  bleached  by 
the  irse  of  benzoyl  peroxide  or  a  mixture 
of  benzoyl  peroxide  with  potassium  alum, 
calcium  sulfate,  and  magneshrm  carbon¬ 
ate;  but  the  weight  of  the  benzoyl  per¬ 
oxide  Is  not  more  Uian  0.002  percent  of 
the  weight  of  the  mflk  bleached,  and 
the  wel^t  of  the  potassium  alum,  cal¬ 
cium  sulfate,  and  magneshun  carix^te, 
singly  or  cmnblned.  Is  not  more  than  six 
times  the  weight  of  the  benzoyl  peroxide 
used.  If  milk  is  bleached  in  this  man¬ 
ner,  sufficient  vitamin  A  is  added  to  the 
curd  to  compensate  for  the  vitamin  A  or 
Its  precursors  destroyed  In  the  bleaching 
process,  and  artificial  coloring  is  not 
used. 

(d)  Provolone  cheese  In  the  form  of 
slices  or  cuts  In  consumer -sized  packages 
may  contain  an  optional  mold-inhibiting 
Ingredient  consisting  of  sorbic  acid,  po¬ 
tassium  sorbate,  sodium  sorbate,  or  any 
combination  of  two  or  more  of  these,  in 
an  amount  not  to  exceed  0.3  percent  by 
weight,  calculated  as  sorbic  acid. 

(e) (1)  The  name  "provolone  cheese” 
("pasta  fllata  cheese”)  may  include  the 
common  name  of  the  shape  of  the  cheese, 
such  as  "salami  provolciie”.  If  provolone 
cheese  is  not  smoked,  the  name  includes 
the  words  "not  smoked”.  If  a  clear 
aq.ueous  solution  prepared  by  condoislng 


or  precipitating  wood  smoke  In  water  is 
added  to  the  provolone  cheese,  the,  name 
is  Immediately  followed  by  the  wmds 
“with  added  smoke  flavoring”  with  an 
words  In  this  phrase  of  the  same  type 
size,  style,  and  color  without  Intervening 
written,  printed,  or  graphic  matter. 

(3)  (1)  If  provolone  cheese  in  sliced  or 
cut  form  contains  an  c^tional  mold-in¬ 
hibiting  Ingredient  as  specified  in  para- 
gnqah  (d)  of  this  section,  the  label  shall 

bear  the  statement  " _ added  to 

retard  mold  growth”  or  “ _ added 

as  a  preservative”,  the  Mank  being  filled 
in  with  the  commcm  name  or  names  of 


the  mold-inhibiting  Ingredient  or  ingre¬ 
dients  used. 

(ii)  If  the  milk  used  is  bleached,  the 
label  shall  bear  the  statement  “Milk 


bleached  with  benzoyl  peroxide”. 

(3)  Wherever  the  name  of  the  food  ap¬ 
pears  on  the  label  so  ctmsplcuously  as  to 
be  easily  seen  under  customary  condl- 
tions  of  purchase,  the  words  and  state¬ 
ments  prescribed  by  this  section,  show¬ 
ing  the  optional  li^redlent  used,  shall 
immediat^y  and  consphnxMisly  precede 
or  follow  such  name,  without  intervening 
written,  printed,  or  graiffilc  matter,  ex¬ 
cept  for  the  statement  "with  added 
smoke  flavoring”  as  set  forth  In  para¬ 
graph  (e)(1)  of  this  section. 


§  133.1R2  Soft  ripened  ekcc«e». 

(a)  The  cheeses  tor  vrtilch  definitions 
and  standards  of  Identity  are  prescribed 
by  this  section  are  soft  ripened  cheeses 
for  which  specifically  apifficaMe  defini¬ 
tions  and  standards  of  Identity  are  not 
prescribed  by  other  sections  of  this  part. 
They  are  made  from  milk  and  other 
Ingredients  specified  in  this  section,  by 
the  procedure  set  forth  in  paragraidi  (b) 
of  this  section.  Their  soli^  contain  not 
less  than  50  percent  of  milk  fat,  as 
determined  by  the  method  prescribed 
therefor  In  1 133.113(c) .  If  the  milk  used 
is  not  pasteurized,  the  cheese  so  made 
is  cured  at  a  temperature  of  not  less 
than  35*  F  for  not  less  than  60  days. 

(b)  Ifilk.  which  may  be  pasteurized 
or  clarlfled  or  both,  and  which  may  be 
wanned.  Is  subjected  to  the  action  of 
harmless  lactic-acid-producing  bacteria 
or  ofiier  harmless  flavor-producing  bac¬ 
teria.  present  In  such  milk  or  added 
thereto.  Sufficient  rennet,  rennet  paste, 
extract  of  rennet  paste,  or  other  safe 
and  suitable  mllk-clotti]^  enzyme  that 
produces  equivalent  curd  formation, 
singly  or  in  any  combination  (with  or 
without  purified  calclixn  chloride  In  a 
quanti^  not  more  than  0.03  percent,  cal¬ 
culated  as  anhydrous  calciiun  chloride, 
of  the  weight  of  the  milk)  is  added  to 
set  the  milk  to  a  semisolid  mass.  Harm¬ 
less  artificial  coloring  may  be  added. 
After  coagulation  the  mass  is  so  treated 
as  to  promote  and  regulate  the  sepa¬ 
ration  of  whey  and  curd.  Such  treat- 
mmt  may  include  one  or  more  of  the 
following:  (hitting,  stirring,  heating, 
dilution  with  water  or  brine.  The  whey, 
or  part  of  it.  is  drained  off.  and  the  curd 
is  collected  and  shaped.  It  may  be 
placed  in  fmms.  and  may  be  peeased. 
Harmless  flavor-producing  microorgan¬ 
isms  may  be  added.  It  is  cured  wider 
ccmdltlons  suitable  for  devekipinent  of 


bk^ogietd  curing  agmts  on  the  surface 
of  the  cheese,  and  the  curing  Is  con¬ 
ducted  so  that  the  cheese  cures  from  the 
surface  toward  the  center.  Salt  may 
be  added  during  the  procedure.  A  harm¬ 
less  preparation  of  enzymes  of  animal  or 
plant  origin  capable  of  aiding  In  the  cur¬ 
ing  or  development  of  flavor  ot  soft 
ripened  cheeses  may  be  added,  in  such 
quantity  that  the  weight  of  the  solids 
of  such  preparation  Is  not  more  than  0.1 
percent  l^e  weight  of  the  milk  used. 

(c)  For  the  purposes  of  this  sectl<m; 

(1)  The  wewd  “milk”  means  cow’s  milk 

or  goat’s  milk  or  sheep's  milk  or  mixtures 
of  two  or  all  of  these.  SiKh  milk  may  be 
adjusted  by  separating  peu^  of  the  fat 
therefrom  or  (in  the  case  of  cow’s  milk) 
by  adding  one  or  meure  of  the  foUowlng; 
CTream,  skim  milk,  concentrated  skim 
milk,  nonfat  dry  milk;  (In  the  case  of 
goat’s  milk)  the  corre^x>ndlng  products 
from  goat’s  milk;  (in  the  case  of 
sheep’s  milk)  the  corresponding  products 
from  sheep’s  milk;  water.  In  a  quantity 
sufflcloit  to  reconstitute  any  such  con¬ 
centrated  or  dried  products  used. 

(3)  Milk  Shan  be  deemed  to  have  been 
pasteurized  if  It  has  been  held  at  a  tem¬ 
perature  of  not  less  than  143"  F  for  a 
period  of  not  lees  than  30  minutes,  or  for 
a  time  and  at  a  temperature  equivalent 
thereto  In  phosphatase  destruetkm. 

(d)  The  name  of  each  soft  ripened 
cheese  for  whldi  a  definition  and  stand¬ 
ard  of  identity  Is  prescribed  by  this  sec- 
tkm  Is  “Soft  ripen^  cheese”,  preceded  or 
follawcd  by: 

(1)  The  specific  common  or  usual 
name  of  such  oott  ripened  cheese.  If  any 
such  name  has  become  generaUy  recog¬ 
nised  ther^or;  or 

(2)  If  no  such  specific  common  or  usu¬ 
al  name  has  become  generally  recognized 
therefor,  an  arbitrary  or  fanciful  name 
which  Is  not  false  or  misleading  bi  any 
particular. 

(e)  When  milk  other  than  cow’s  mflk 
Is  med  In  whole  or  in  part,  the  name  of 
the  dieese  bnehides  the  statement  "made 

from _ ”.  the  Uank  being 

filled  in  with  the  name  or  names  of  the 
mflk  used.  In  order  of  predominance  by 
weight. 

§  133.1R3  Romm  ckmc. 

Ca>  Romano  (dieese  Is  ttie  food  pre¬ 
pared  from  cow’s  milk  or  sheep’s  milk  or 
goat’s  milk  or  mixtures  of  two  or  all  of 
these  and  other  ingredients  specified  In 
this  section,  1^  the  procedure  set  forth  In 
panigrasfli  (b)  of  this  section,  or  by 
another  procedure  which  produces  a 
finished  cheese  having  the  same  phys¬ 
ical  and  chemical  prope^es  as  the 
cheese  prodneed  when  the  procedure  set 
forth  in  paragraph  (b>  ot  this  section  is 
used.  It  grates  readily,  and  has  a  gran¬ 
ular  texture  and  a  hard  and  brittle  rind. 
It  contains  not  more  than  34  percent  of 
moisture,  and  Its  s<flids  contain  not  less 
than  38  percent  milk  fat.  as  deter¬ 
mined  by  the  methods  prescribed  in 
9  133.113fc) .  It  Is  cured  for  not  less  than 
5  months. 

(b)  Milk,  which  may  be  pasteuriied 
or  clarified  or  both,  and  vrifleh  may  be 
warmed,  la  subjected  to  the  acUon  of 
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harmless  lactic-acid-producing  bacteria 
present  in  such  milk  or  added  thereto. 
Harmless  artificial  blue  or  green  color¬ 
ing  in  a  quantity  which  neutralizes  any 
natural  yellow  coloring  in  the  curd  may 
be  added.  Rennet,  rennet  paste,  extract 
of  rennet  paste,  or  other  safe  and  suit¬ 
able  milk -clotting  enzyme  that  produces 
equivaloit  curd  formation,  singly  or  in 
any  combination  (with  or  without  puri¬ 
fied  calcium  chloride  in  a  quantity  not 
more  than  0.02  (>ercent,  calculated  as  an¬ 
hydrous  calcium  chloride,  of  the  weight 
of  the  milk)  is  added  to  set  the  milk  to 
be  a  semisolid  mass.  The  mass  is  cut 
into  particles  no  larger  than  corn  ker¬ 
nels,  stirred,  and  heated  to  a  tempera¬ 
ture  of  about  120°  F.  The  curd  is  al¬ 
lowed  to  settle  to  the  bottom  of  the  ket¬ 
tle  <»*  vat,  and  is  then  removed  and 
drained  for  a  short  time,  packed  in  forms 
or  hoops,  and  pressed.  The  pressed 
curd  is  salted  by  immersing  in  brine  for 
about  24  hours  and  is  then  removed  from 
the  brine  and  the  surface  allowed  to  dry. 
It  is  then  alternately  rubbed  with  salt 
and  washed  at  intervals.  It  may  be  perf¬ 
orated  with  needles.  It  is  finally  dry- 
cured.  During  curing  it  is  turned  and 
scraped.  The  surface  may  be  rubbed 
with  vegetable  oil.  A  harmless  prepara¬ 
tion  of  enzymes  of  animal  or  plant  origin 
capable  of  aiding  in  the  curing  or  de¬ 
velopment  of  fiavor  of  romano  cheese 
may  be  added  during  the  procedure,  in 
such  quantity  that  the  weight  of  the 
solids  of  such  preparation  is  not  more 
than  0.1  percent  of  the  weight  of  the  milk 
used. 

(c)(1)  For  the  purposes  of  this  sec¬ 
tion,  the  word  “milk”  means  cow’s  milk 
or  goat’s  milk  or  sheep’s  milk  or  mixtures 
of  two  or  all  of  these.  Such  milk  may  be 
adjusted  by  separating  part  of  the  fat 
therefrom  or  (in  the  case  of  cow’s  milk) 
by  adding  one  or  more  of  the  following: 
Cream,  skim  milk,  concentrated  skim 
milk,  nonfat  dry  milk;  (in  the  case  of 
goat’s  milk)  the  corresponding  products 
fr(»n  goat’s  milk;  (in  the  case  of  sheep’s 
milk)  the  corresponding  products  from 
sheep’s  milk;  water  in  a  quantity  suflS- 
cient  to  recomtitute  any  such  concen¬ 
trated  or  dried  products  used.  ’ 

(2)  Such  milk  may  be  bleached  by 
the  use  of  benzoyl  peroxide  or  a  mixture 
of  benzoyl  peroxide  with  potassium 
alum,  calcium  sulfate,  and  magnesium 
carbonate;  but  the  weight  of  the  benzoyl 
peroxide  is  not  more  than  0.002  percent 
of  the  weight  of  the  milk  bleached,  and 
the  weight  of  the  potassium  alum,  cal¬ 
cium,  sulfate,  and  magnesium  carbonate, 
singly  or  combined,  is  not  more  than  six 
times  the  weight  of  the  benzoyl  peroxide 
used.  If  milk  is  bleached  in  this  manner, 
sufficient  vitamin  A  is  added  to  the  curd 
to  compensate  for  the  vitamin  A  or  its 
precursors  destroyed  in  the  bleaciiing 
process,  and  artificial  coloring  is  not 
used. 

<d)  Romano  cheese  in  the  form  of 
slices  or  cuts  in  ccmsumer-sized  packages 
may  contain  an  c^tional  mold-inhibiting 
ingredient  consisting  of  sorbic  acid,  po¬ 
tassium  sorbate,  sodium  sorbate,  or  any 
combinatitm  of  two  or  more  of  these,  in 
an  amount  not  to  exceed  0.3  percent  by 
weight,  calculated  as  sorbic  acid. 


(e)  When  romano  cheese  is  made 
solely  from  cow’s  milk,  the  name  of  such 
cheese  is  “Romano  cheese  made  from 
cow’s  milk”,  and  may  be  preceded  by  the 
word  “Vaccino”  (or  “Vacchino”) ;  when 
made  solely  from  sheep’s  milk,  the  name 
is  “Romano  cheese  made  from  sheep’s 
milk”,  and  may  be  preceded  by  the  word 
“Pecorina”;  when  made  solely  from 
goat’s  milk,  the  name  is  “Romano  cheese 
made  from  goat’s  milk”,  and  may  be  pre¬ 
ceded  by  the  word  “Caprino”;  and  when 
a  mixture  of  two  or  all  of  the  milks  speci¬ 
fied  in  this  section  is  used,  the  name  of 
the  cheese  is  “Romano  cheese  made  from 

_ ”,  the  blank  being  filled  in 

with  the  names  of  the  milks  used,  in  or¬ 
der  of  predominance  by  weight. 

(f) (1)  If  the  milk  used  is  bleached, 
the  label  shall  bear  the  statement  “Milk 
bleached  with  benzoyl  peroxide”. 

(2)  If  romano  cheese  in  sliced  or  cut 
form  contains  an  optional  mold-inhib¬ 
iting  ingredient  as  provided  for  in  para¬ 
graph  (d)  of  this  section,  the  label  shall 

bear  the  statement  “ _ added  to 

retard  mold  growth”  or  “ _ 

added  as  a  preservative”,  the  blank  being 
filled  in  with  the  common  name  or  names 
of  the  mold-inhibiting  ingredient  or  In¬ 
gredients  used. 

(3)  Wherever  the  name  of  the  food 
appears  on  the  label  so  conspicuously  as 
to  be  easily  seen  imder  customary  con¬ 
ditions  of  purchase,  the  words  and  state¬ 
ments  prescribed  by  this  section,  show¬ 
ing  the  optional  ingredients  used,  shall 
immediately  and  conspicuously  precede 
or  follow  such  name,  without  intervening 
written,  printed  or  graphic  matter. 

§  133.184  Roquefort,  sheep’s  milk  blue- 
niold,  and  blue-mold  eheese  from 
sheep’s  milk. 

(a)  Roquefort  cheese,  sheep’s  milk 
blue-mold  cheese,  blue  mold  cheese  from 
sheep’s  milk,  is  the  f(X)d  prep>ared  from 
sheep’s  milk  and  other  Ingredients  speci¬ 
fied  in  this  section,  by  the  procedure  set 
forth  in  paragraph  (b)  of  this  section,  or 
by  another  procedure  which  produces  a 
finished  cheese  having  the  same  physical 
and  chemical  properties  as  the  cheese 
produced  when  the  procedure  set  forth 
in  paragraph  (b)  of  this  section  is  used. 
It  is  characterized  by  the  presence  of 
bluish-grreen  mold  throughout  the  cheese. 
It  contains  not  more  than  45  percent 
moisture,  and  its  solids  contain  not  less 
than  50  percent  milk  fat,  as  determined 
by  the  methods  prescribed  in  §  133.113 
(c).  It  is  not  less  than  60  days  old. 

(b)  Milk,  which  may  be  pasteurized, 
and  which  may  be  warmed,  is  subjected 
to  the  action  of  harmless  lactic-acid- 
producing  bacteria,  present  in  such  milk 
or  added  thereto.  Sufficient  rennet,  or 
other  safe  and  suitable  milk-clotting 
enzyme  that  produces  equivalent  curd 
formation,  or  both,  is  added  to  set  the 
milk  to  a  semisolid  mass.  TTie  mass  is 
cut  into  smaller  portions  and  allowed  to 
stand  for  a  time.  The  mixed  curd  and 
whey  is  placed  in  forms  permitting  fm- 
ther  drainage  of  whey.  Spores  of  the 
mold  Penicillium  roquefortii  are  added. 
The  forms  are  turned  several  times  dur¬ 
ing  drainage.  When  sufficiently  drained, 
the  shaped  curd  is  removed  fnnn  the 
forms  and  Salted  with  dry  salt  or  brine. 


Perforations  are  then  made  in  tlie  shaped 
curd,  and  it  is  held  at  a  temperature  of 
approximately  50°  F,  with  relative  hu¬ 
midity  of  90  to  95  percent,  until  the 
characteristic  mold  growth  has  devel- 
<H)ed.  During  storage  the  surface  of  the 
cheese  is  scraped,  if  necessary,  to  remove 
surface  growth  of  undesirable  micro¬ 
organisms.  A  harmless  preparation  of 
enzymes  of  animal  or  plant  origin  capa¬ 
ble  of  aiding  in  the  curing  or  development 
of  fiavor  of  roquefort  cheese  may  be 
added  during  the  procedure,  in  such 
quantity  that  the  weight  of  the  solids  of 
such  preparation  is  not  more  than  0.1 
percent  of  the  weight  of  the  milk  used. 

(c)  For  the  purposes  of  this  section, 
the  word  “milk”  means  sheep’s  milk, 
which  may  be  adjusted  by  separating 
part  of  the  fat  therefrom  or  by  adding 
thereto  sheep’s  milk  cream  or  skimmed 
sheep’s  milk. 

§  133.185  Samsoe  fbeoKC. 

(a)  Samsoe  cheese  is  the  food  prepared 
from  milk  and  other  ingredients  specified 
in  this  section,  by  the  procedure  set  forth 
in  paragraph  (b)  of  this  section,  or  by 
another  procedure  which  produces  a  fin¬ 
ished  cheese  having  the  same  physical 
and  chemical  properties  as  the  cheese 
produced  when  the  procedure  set  forth 
in  paragraph  (b)  of  this  section  is  used. 
’The  shape  of  the  cheese  is  flAt  cylindri¬ 
cal.  Its  weight  is  approximately  30 
(>ounds  (14  kilograms) ;  its  diameter  is 
approximately  17  inches  (44  centi¬ 
meters)  ;  and  its  height  is  an>roximately 
4  inches  (10  centimeters).  It  has  a  small 
amount  of  eye  formation  of  approxi¬ 
mately  uniform  size  of  about  /«-inch 
(8  millimeters).  It  contains  not  more 
than  41  percent  of  moisture,  and  its 
solids  contain  not  less  than  45  percent  of 
milk  fat,  as  determined  by  the  methods 
prescribed  in  §  133.113(c).  The  cheese 
so  made  is  cured  at  a  temperature  of  not 
less  than  35°  F  for  not  less  than  60  days. 
’The  surface  may  be  covered  with  plain 
or  colored  paraffin  or  other  tightly  ad¬ 
hering  coating. 

(b)  Milk,  which  may  be  pasteurized  or 
clarified  or  both,  and  which  may  be 
warmed,  is  subjected  to  the  action  of 
harmless  lactic-acid-producing  bacteria, 
present  in  such  milk  or  added  thereto. 
Harmless  artificial  coloring  may  be 
added.  Sufficient  rennet,  or  other  safe 
and  suitable  milk-clotting  enzyme  that 
produces  equivalent  curd  formation, 
or  both,  v^ith  or  without  purified  cal¬ 
cium  chloride  in  a  quantity  not  more 
than  0.02  percent  (calculate  as  anhy¬ 
drous  calcium  chloride)  of  the  weight 
of  the  milk,  is  added  to  set  the  milk  to  a 
semisolid  mass.  After  coagulation  the 
mass  is  cut  into  small  cube -shaped  pieces 
with  sides  approximately  %-inch  (1  cen¬ 
timeter)  .  The  mass  is  stirred  and  heated 
to  about  102°  F,  and  so  handled  by  fur¬ 
ther  stirring,  heating,  dilution  with 
water,  and  salting  as  to  promote  and 
regulate  the  separation  of  curd  and  whey. 
When  the  desired  curd  is  obtained,  it  is 
transferred  to  forms  permitting  drainage 
of  whey.  During  drainage,  the  curd  is 
pressed.  After  drainage,  the  curd  is  re¬ 
moved  from  the  forms  and  is  further 
salted  by  immersing  in  a  concentrated 
salt  solution  for  about  3  days.  The  curd 
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is  then  cured  at  a  temperature  of  from 
60*  to  70*  F  for  3  to  5  weeks  to  obtain 
the  desired  eye  formation.  Purtiier  curing 
is  conducted  at  a  lower  temperature. 

(c)  For  the  purposes  <rf  this  section 
the  word  “milk”  means  cow’s  milk,  which 
may  be  adjusted  by  separating  part  of 
the  fat  therefrom  or  by  adding  thereto 
cream  or  skim  milk. 

§  133.186  Sap  »ago  i-heeoe. 

(a)  Sap  sago  cheese  is  the  food  pre¬ 
pared  from  the  skim  milk  of  cows  and 
other  ingredients  specified  in  this  sec¬ 
tion.  by  the  procedure  set  forth  in  para¬ 
graph  (b)  of  this  section.  It  has  a 
pale-green  color,  and  is  made  in  the 
shape  of  a  truncated  cone.  It  contains 
not  more  than  38  percent  of  moisture,  as 
determined  by  the  method  prescribed  in 
S  133.113(c). 

(b)  Skim  milk  is  allowed  to  become 
sour,  and  is  heated  to  boiling  tempera¬ 
ture,  with  stirring.  Cold  buttermilk 
may  be  added.  Sufficient  sour  whey  is 
added  to  precipitate  the  casein.  The 
curd  is  removed,  spread  out  in  boxes,  and 
pressed,  and  while  under  pressure  is 
allowed  to  drain  and  ferment  It  is 
ripened  for  not  less  than  5  weeks.  The 
ripened  curd  is  dried  and  ground,  salt 
and  dried  clover  of  the  species  Melilotus 
coerulea  are  added.  TTie  mixture  is 
shaped  into  truncated  cones.  It  is  then 
cured  for  not  less  than  5  months. 

§  133.187  Scmisoft  cheeses. 

(a)  The  cheeses  for  which  definitions 
and  standards  of  identity  are  prescribed 
by  this  section  are  semlsoft  cheeses  for 
which  specifically  applicable  definitions 
and  standards  of  identity  are  not  pre¬ 
scribed  by  other  sections  of  this  part. 
They  are  made  from  milk  and  other  in¬ 
gredients  specified  in  this  section,  by  the 
procedure  set  forth  in  paragraph  (b)  of 
this  section.  They  contain  more  than  39 
percent,  but  not  more  than  50  percent,  of 
moisture,  and  their  solids  contain  not 
less  than  50  percent  of  milk  fat,  as  de¬ 
termined  by  the  methods  prescribed  in 
S  133.113(c).  If  the  milk  used  is  not  pas¬ 
teurized.  the  cheese  so  made  is  cured  at  a 
temperature  (rf  not  less  than  35*  F  for 
not  less  than  60  days. 

(b)  Milk,  which  may  be  pasteurized  or 
clarified  or  both,  and  which  may  be 
warmed,  is  subjected  to  the  action  of 
harmless  lactlc-acid-producing  bacteria 
or  other  harmless  flavor-producing  bac¬ 
teria,  present  in  such  milk  or  added 
thereto.  Sufficient  rennet,  rennet  paste, 
extract  of  rennet  paste,  or  other  safe  and 
suitable  milk-clotting  enzyme  that  pro¬ 
duces  equivalent  curd  formation,  singly 
or  in  any  combination  (with  or  without 
purified  calcium  chloride  in  a  quantity 
not  more  than  0.02  percent,  calculated 
as  anhydrous  calcium  chloride,  of  the 
weight  of  the  milk)  is  added  to  set  the 
milk  to  a  semisoUd  mass.  Harmless 
artificial  coloring  may  be  added.  After 
coagulation  the  mass  is  so  treated  as  to 
promote  and  regulate  the  separation  of 
whey  and  curd.  Such  treatment  may  in¬ 
clude  one  or  more  of  the  following:  cut¬ 
ting,  stirring,  heating,  dilution  with 
water  or  brine.  The  whey,  or  part  of  it. 
Is  drained  off,  and  the  curd  is  collected 


and  shaped.  It  may  be  placed  in  forms, 
and  may  be  pressed.  Harmless  flavor- 
producing  microorganisms  may  be 
added.  It  may  be  cured  in  a  manner  to 
promote  the  growth  of  biological  curing 
agents.  Salt  may  be  added  during  the 
procedure.  A  harmless  preparation  of 
enzymes  of  animal  or  plant  origin  capa¬ 
ble  of  aiding  in  the  curing  or  develop¬ 
ment  of  flavor  of  semlsoft  cheese  may  be 
added,  in  such  quantity  that  the  weight 
of  the  solids  of  such  preparation  Is  not 
more  than  0.1  percent  of  the  weight  of 
the  milk  xised. 

(c)  For  the  purposes  of  this  section: 

(1)  The  word  “milk”  means  cow’s  milk 
or  goat’s  milk  or  sheep’s  milk  or  mix¬ 
tures  of  two  or  all  of  these.  Such  milk 
may  be  adjusted  by  separating  part  of 
the  fat  therefrom,  or  (in  the  case  of 
cow’s  milk)  by  adding  one  or  more  of 
the  following:  Cream,  skim  milk,  con¬ 
centrated  skim  milk,  nonfat  dry  milk; 
(in  the  case  of  goat’s  milk)  the  emre- 
sponding  products  from  goat’s  mUk;  (in 
the  case  of  sheep’s  milk)  the  correspond¬ 
ing  products  from  sheep’s  milk;  water 
in  a  quantity  sufficient  to  reconstitute 
any  concentrated  or  dried  products  used. 

(2)  Milk  shall  be  deemed  to  have  been 
pasteurized  if  it  has  been  held  at  a 
temperatxire  of  not  less  than  143*  F  for 
a  period  of  not  less  than  30  minutes,  or 
for  a  time  and  at  a  temperature  equiva¬ 
lent  thereto  in  phosphatase  destruction. 
A  semlsoft  cheese  shall  be  deemed  not  to 
have  been  made  from  pasteurized  milk 
if  0.25  gm  shows  a  phenol  equivalent  of 
more  than  5  micrograms  when  tested  by 
the  method  prescribed  in  i  133.113(f). 

(d)  Semlsoft  cheeses  in  the  form  of 
slices  or  cuts  in  consumer-sized  packages 
may  contain  an  optional  mold-inhibiting 
ingredient  consisting  of  sorbic  acid,  po¬ 
tassium  sorbate,  sodium  sorbate,  or  any 
combination  of  two  or  more  of  these,  in 
an  amount  not  to  exceed  0.3  percent  by 
weight,  calculated  as  sorbic  acid. 

(e)  The  name  of  each  semlsoft  cheese 
for  which  a  definltlcm  and  standard  of 
Identity  is  prescribed  by  this  section  is 
“Semlsoft  cheese”,'  preceded  or  followed 
by: 

( 1 )  ’The  specific  common  or  usual  name 
of  such  semlsoft  cheese,  if  any  such 
name  has  become  generally  recognized 
therefor;  or 

(2)  If  no  such  specific  common  or 
usual  name  has  bec(»ne  generally  recog¬ 
nized  therefor,  an  arbitrary  or  fanciful 
name  which  is  not  false  or  misleading  in 
any  particular. 

(f)  (1)  When  milk  other  than  cow’s 
milk  is  used  in  whole  ot  in  part,  the  name 
of  the  cheese  includes  the  statement 

“made  from  - **,  the  blank 

being  filled  in  with  the  name  or  names 
of  the  milk  used,  in  order  of  predomi¬ 
nance  by  weight. 

(2)  If  semlsoft  cheese  in  sliced  or  cut 
form  contains  an  optional  mold-inhibit¬ 
ing  ingredient  as  specified  in  paragraph 

(d)  of  this  section,  the  label  shall  bear 

the  statement  * _ added  to  retard 

mold  growth"  or  “ - added  as  a 

preservative”,  the  blank  bdng  filled  in 
with  the  common  name  or  names  of  the 
mold-inhibiting  ingredient  or  ingredients 
used. 


(3)  Wherever  the  name  of  the  food 
appears  on  the  label  so  conspicuously  as 
to  be  easily  seen  under  customary  condi¬ 
tions  of  purchase,  the  words  and  state¬ 
ments  prescribed  by  this  section,  showing 
the  optional  ingredient  used,  shall  im¬ 
mediately  and  conspicuously  precede  or 
follow  such  name,  without  Intervening 
written,  printed,  or  graphic  matter. 

§  133.188  Semwoft  psrt-ckiiu  rhrekes. 

(a)  The  cheeses  for  which  definitions 
and  standards  of  Identity  are  pre¬ 
scribed  by  this  sectimi  are  semlsoft  part- 
skim  cheeses  for  which  specifically  ap¬ 
plicable  definitions  and  standards  of 
identity  are  not  prescribed  by  other  sec¬ 
tions  of  this  part.  ’They  are  made  from 
partly  skimmed  milk  and  other  ingredi¬ 
ents  sp>ecifled  in  this  section,  by  the  pro¬ 
cedure  set  forth  in  paragraph  (b)  of  this 
section.  They  contain  not  more  than  50 
percent  of  moisture,  and  their  solids  con¬ 
tain  not  less  than  45  percent,  but  less 
than  50  percent,  of  milk  fat,  as  deter¬ 
mined  by  the  methods  set  forth  in 
$  133.113(c).  If  the  milk  used  is  not  pas¬ 
teurized,  the  cheese  so  made  is  cured  at 
a  temperature  of  not  less  than  35*  F,  for 
not  less  than  60  da3rs. 

(b)  Milk,  which  may  be  pasteurized  or 
clarified  or  both,  and  which  may  be 
warmed,  is  subjected  to  the  action 
harmless  lactic -acid-producing  bacteria 
or  other  harmless  flavor-producing  bac¬ 
teria.  present  in  such  milk  or  added 
thereto.  Sufficient  rennet,  rennet  paste, 
extract  of  rennet  paste,  or  other  safe  and 
suitable  milk-clotting  em^rme  that  pro¬ 
duces  equivalent  curd  formation  singly 
or  in  any  combination  (with  or  without 
purified  calcium  chloride  in  a  quantity 
not  more  than  0.02  percent,  calculated  as 
anhydrous  calcium  chloride,  of  the 
weight  of  the  milk)  is  added  to  set  the 
milk  to  a  semisolid  mass.  Harmless  arti¬ 
ficial  coloring  may  be  added.  After  co¬ 
agulation  the  mass  is  so  treated  as  to  pro¬ 
mote  and  regulate  the  separation  of  whey 
and  curd.  Such  treatment  may  Include 
one  or  more  of  the  following:  Cutting, 
stirring,  heating,  dilution  with  water  or 
brine.  The  whey,  or  part  of  it.  is  drained 
off.  and  the  curd  is  collected  and  shaped. 
It  may  be  placed  in  forms,  and  it  may  be 
pressed.  Harmless  flavor-producing 
microorganisms  may  be  added.  It  may  be 
ctmed  in  a  manner  to  promote  the  growth 
of  biological  curing  agents.  Salt  may  be 
added  during  the  procedme.  A  harmless 
preparation  of  enz3rmes  of  animal  or 
plant  origin  capable  of  aiding  in  the  cur¬ 
ing  or  devdopment  of  flavm'  of  semlsoft 
part-skim  cheese  may  be  added  in  such 
quantity  that  the  weight  of  the  solids  of 
such  preparation  is  not  mm'e  than  0.1 
percent  of  the  weight  of  the  milk  used. 

(c)  For  the  purposes  of  this  section; 

(1)  The  word  “milk**  means  cow’s  milk 

mr  goat’s  milk  or  sheep’s  milk  or  mix¬ 
tures  of  two  or  all  of  these.  Such  milk 
may  be  adjusted  by  separating  part  of 
the  fat  ther^rom  or  (in  the  case  of  cow’s 
milk)  by  adding  one  or  more  of  the  fol¬ 
lowing:  Cream,  skim  milk,  concentrated 
skim  milk,  nonfat  dry  milk;  (in  the  case 
at  goat’s  mUk)  the  cone^xmding  prod¬ 
ucts  from  goat’s  milk;  (in  the  case  of 
sheep’s  milk)  the  corresponding  products 
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from  sheep’s  milk;  water  in  a  quantity 
sufficient  to  reconstitute  any  such  con¬ 
centrated  or  dried  products  used. 

(2)  Milk  shall  be  deemed  to  have  been 
pasteurized  if  it  has  been  held  at  a  tem¬ 
perature  of  not  less  than  143°  F  for  a 
period  of  not  less  than  30  minutes,  or  for 
a  time  and  at  a  temperature  equivalent 
thereto  in  phosphatase  destruction.  A 
semisoft  part-skim  cheese  shall  be 
deemed  not  to  have  been  made  from  pas¬ 
teurized  milk  if  0.25  gm.  shows  a  phenol 
equivalent  of  more  than  5  micrograms 
when  tested  by  the  method  prescribed  in 
§  133.113(f). 

(d)  Semisoft  part-skim  cheeses  in  the 
form  of  slices  or  cuts  in  consumer -sized 
packages  may  contain  an  optional  mold- 
inhibiting  ingredient  consisting  of  sorbic 
acid,  potassium  sorbate,  sodium  sorbate, 
or  any  combination  of  two  or  more  of 
these,  in  an  amount  not  to  exceed  0.3 
percent  by  weight,  calculated  as  sorbic 
acid. 

(e)  TTie  name  of  each  semisoft  part- 
skim  cheese  for  which  a  definition  and 
standard  of  identity  is  prescribed  by 
this  section  is  “Semisoft  part-skim 
cheese,”  preceded  or  followed  by: 

(1)  The  specific  common  or  usual 
name  of  such  semisoft  cheese,  if  any 
such  name  has  become  generally  recog¬ 
nized  therefor;  or 

(2)  If  no  such  specific  ccmimon  or  us¬ 
ual  name  has  become  generally  recog¬ 
nized  therefor,  an  arbitrary  or  fanciful 
name  which  is  not  false  or  misleading  in 
any  particular. 

(f)  (1)  When  milk  other  than  cow’s 

milk  is  used  in  whole  or  in  part,  the 
name  of  the  cheese  includes  the  state¬ 
ment  “made  from _ ”,  the 

blank  being  filled  in  with  the  name  cr 
names  of  the  milk  used,  in  order  of  pre¬ 
dominance  by  weight. 

(2)  If  semi-soft  part-skim  cheese  in 
sliced  or  cut  form  contains  an  optional 
mold-inhibiting  ingredient  as  specified 
in  paragraph  (d)  of  this  section,  the 

label  shall  bear  the  statement  “ _ 

added  to  retard  mold  growth”  or  “ _ 

added  as  a  preservative  ”,  the  blank  be¬ 
ing  filled  in  witJi  the  common  name  or 
names  of  the  mold-inhibiting  ingredient 
or  ingredients  used. 

(3)  Wherever  the  name  of  the  food 
appears  on  the  label  so  conspicuously  as 
to  be  easily  seen  under  customary  con¬ 
ditions  of  purchase,  the  words  and  state¬ 
ments  prescribed  by  this  section,  show¬ 
ing  the  optional  ingredient  used,  shall 
immediately  and  conspicuously  precede 
or  follow  such  name,  without  intervening 
written,  printed,  or  graphic  matter. 

§  133.189  Skim  milk  rheesr  fur  manu¬ 
facturing. 

(a)  Skim  milk  cheese  for  manufac¬ 
turing  is  the  food  prepared  from  skim 
milk  and  other  ingredients  specified  in 
this  section,  by  the  procedure  set  forth 
in  paragra4)h  (b)  of  this  section,  or  by 
another  procedure  which  produces  a 
finished  cheese  having  the  same  physical 
and  chemical  properties  as  the  cheese 
produced  when  the  procedure  set  forth 
in  paragraph  (b)  of  this  section  is  used. 
It  (xmtains  not  more  than  50  percent  of 
moisture,  as  determined  by  the  method 
therefor  prescribed  in  §  133.113(c).  It  is 


coated  with  blue-colored  paraffin  or 
other  tightly  adhering  coating,  colored 
blue. 

(b)  Skim  milk  or  the  optional  dairy 
ingredients  specified  in  paragraph  (c) 
of  this  section,  which  may  be  pasteur¬ 
ized,  and  which  may  be  warmed,  are 
subjected  to  the  action  of  harmless  lac¬ 
tic-acid-producing  bacteria,  present  in 
such  milk  or  added  thereto.  Harmless 
artificial  coloring  may  be  added.  Suffi¬ 
cient  rennet,  or  other  safe  and  suitable 
milk -clotting  enzyme  that  produces 
equivalent  curd  formation,  or  both,  with 
or  without  purified  calcium  chloride  in 
a  quantity  not  more  than  0.02  percent 
(calculated  as  anhydrous  calcium  chlo¬ 
ride)  of  the  weight  of  the  skim  milk, 
is  added  to  set  the  skim  milk  to  a  semi¬ 
solid  mass.  The  mass  is  so  cut,  stirred, 
and  heated  with  continued  stirring,  as 
to  promote  and  regulate  the  separa¬ 
tion  of  whey  and  curd.  The  whey  is 
drained  off,  and  the  curd  is  matted  into 
a  cohesive  mass.  Proteins  from  the  whey 
may  be  incorporated.  The  mass  is  cut 
into  slabs  which  are  so  piled  and  han¬ 
dled  as  to  promote  the  drainage  of  whey 
and  the  development  of  acidity.  The 
slabs  are  then  cut  into  pieces,  w'hich 
may  be  rinsed  by  pouring  or  sprinkling 
water  over  them,  with  free  and  continu¬ 
ous  drainage;  but  the  duration  of  such 
rinsing  is  so  limited  that  only  the  whey 
on  toe  surface  of  such  pieces  Is  removed. 
The  curd  is  salted,  stirred,  further 
drained,  and  pressed  into  forms.  A 
harmless  preparation  of  enzymes  of 
animal  or  plant  origin  capable  of  aiding 
in  the  curing  or  development  of  flavor 
of  skim  milk  cheese  for  manufacturing 
may  be  added  during  the  procedure,  in 
such  quantity  that  toe  w'eight  of  the 
solids  of  such  preparation  is  not  more 
than  0.1  percent  of  the  weight  of  the 
milk  used. 

(c)  The  optional  dairy  ingredients  re¬ 
ferred  to  in  paragraph  <b)  of  this  sec¬ 
tion  are:  Skim  milk  or  concentrated 
skim  milk  or  nonfat  dry  milk  or  a  mix¬ 
ture  of  any  two  or  more  of  these,  wdth 
water  in  a  quantity  not  in  excess  of  that 
sufficient  to  reconstitute  any  concentrat¬ 
ed  skim  milk  or  nonfat  dry  milk  used. 

<d)  For  the  purposes  of  this  section, 
“.skim  milk”  means  cow’s  milk  from 
which  the  milk  fat  has  been  separated. 

§  1 .33. 1 90  Spiced  cheeses. 

(a)  The  cheeses  for  which  definitions 
and  standards  of  identity  are  prescribed 
by  this  section  are  spiced  cheeses  for 
which  specifically  applicable  definitions 
arid  standards  of  identity  are  not  pre¬ 
scribed  by  other  sections  of  this  part. 
They  are  made  from  milk  and  the  other 
ingredients  specified  in  this  section,  by 
the  procedure  set  forth  in  p>aragraph  (b) 
of  this  section.  Their  soli^  contain  not 
less  than  50  percent  of  milk  fat  as  de¬ 
termined  by  toe  method  therefor  pre¬ 
scribed  in  §  133.113(c).  They  contain 
one  or  a  mixture  of  two  or  more  spices, 
except  any  which  singly  or  in  combina¬ 
tion  with  other  ingredients  simulate  the 
flavor  of  a  cheese  of  any  age  or  variety, 
in  an  amount  not  less  than  0.015  ounce 
per  pound  of  cheese,  -and  may  contain 
spice  oUs.  If  the  milk  used  is  not  pas¬ 
teurized,  the  cheese  so  made  is  cured  at 


a  temp)erature  of  not  less  than  35’  F  for 
not  less  than  60  days. 

(b)  Milk,  which  may  be  pasteurized  or 
clarified  or  both,  and  which  may  be 
warmed,  is  subjected  to  the  action  of 
harmless  lactic-acid-producing  bacteria, 
present  in  such  milk  or  added  thereto. 
Harmless  artificial  coloring  may  be  add¬ 
ed.  Sufficient  rennet,  rennet  paste,  ex¬ 
tract  of  rennet  paste,  or  other  safe  and 
suitable  milk-clotting  enzyme  that  pro¬ 
duces  equivalent  curd  formation,  singly 
or  in  any  combination  (with  or  without 
purified  calcium  chloride  in  a  quantity 
not  more  than  0.02  percent,  calculated 
as  anhydrous  calcium  chloride,  of  the 
weight  of  toe  milk)  Is  added  to  set  the 
milk  to  a  semisolid  mass.  The  mass  is  di¬ 
vided  into  smaller  portions,  and  so  han¬ 
dled  by  stirring,  heating,  and  diluting 
with  water  or  salt  brine  as  to  promote 
and  regulate  the  separation  of  whey  and 
curd.  The  whey  is  drained  off.  The  curd 
is  removed,  and  may  be  further  drained. 
The  curd  is  then  shaped  into  forms,  and 
may  be  pressed.  At  some  time  during  toe 
procedure,  spices  are  added  so  as  to  be 
evenly  distributed  through  the  finished 
cheese.  Spice  oils  may  be  added.  A  harm¬ 
less  preparation  of  enzymes  of  animal 
or  plant  origin  capable  of  aiding  in  the 
curing  or  development  of  flavor  of  spiced 
cheese  may  be  added  during  the  pro¬ 
cedure,  in  such  quantity  that  the  weight 
of  toe  solids  of  such  preparation  is  not 
more  than  0.1  percent  of  toe  weight  of 
the  milk  used.  Harmless  flavor-produc¬ 
ing  microorganisms  may  be  added,  and 
curing  may  be  conducted  under  suitable 
conditions  for  the  development  of  bio¬ 
logical  curing  agents. 

(c)  For  toe  purposes  of  this  section: 

( 1 )  The  word  “milk”  means  cow’s  milk 
or  goat’s  milk  or  sheep’s  milk  or  mix¬ 
tures  of  two  or  all  of  these.  Such  milk 
may  be  adjusted  by  separating  part  of 
the  fat  therefrom  or  (in  the  case  of  cow’s 
milk)  by  adding  one  or  more  of  the  fol¬ 
lowing:  Cream,  skim  milk,  concentrated 
skim  milk,  nonfat  dry  milk;  (in  toe 
case  of  goat’s  milk)  the  correspond¬ 
ing  products  from  goat’s  milk;  (in  the 
case  of  sheep’s  milk)  the  corresponding 
products  from  sheep’s  milk;  water  in  a 
quantity  sufficient  to  reconstitute  any 
such  concentrated  or  dried  products 
used. 

(2)  Milk  shall  be  deemed  to  have  been 
pasteurized  if  it  has  been  held  at  a 
temperature  of  not  less  than  143°  F  for 
a  period  of  not  less  than  30  minutes,  or 
for  a  time  and  at  a  temperature  equiv¬ 
alent  thereto  in  phosphatase  destruc¬ 
tion.  Spiced  cheeses  shall  be  deemed  not 
to  have  been  made  from  pasteurized  milk 
if  0.25  gram  shows  a  phenol  equivalent  of 
more  than  3  micrograms,  when  tested  by 
toe  method  prescribed  in  §  133.113(f) . 

(d)  Spiced  cheeses  in  the  form  of  slices 
or  cuts  in  consumer-sized  packages  may 
contain  an  optional  mold-inhibiting  in¬ 
gredient  consisting  of  sorbic  acid,  potas¬ 
sium  sorbate,  sodium  sorbate,  or  any 
combination  of  two  or  more  of  these.  In 
an  amount  not  to  exceed  0.3  percent  by 
weight,  calculated  as  sorbic  acid. 

(e)  The  name  of  each  spiced  cheese 
for  which  a  definition  and  standard  of 
identity  is  prescribed  by  this  section  is 
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“Spiced  cheese”,  preceded  or  followed 
by: 

(1)  The  specific  common  or  usual 
name  of  such  spiced  cheese,  if  any  such 
name  has  become  generally  recognized 
therefor;  or 

(2)  If  no  such  specific  common  or 
usual  name  has  become  generally  recog¬ 
nized  therefor,  an  arbitrary  or  fanciful, 
name  that  is  not  false  or  misleading  in 
any  particular. 

(f)(1)  When  milk  other  than  cow’s 
milk  is  used  in  whole  or  in  part,  the 
name  of  the  cheese  includes  the  state¬ 
ment  “made  from _ ”,  the  blank 

being  filled  in  with  the  name  or  names 
of  the  milk  used,  in  order  of  predomi¬ 
nance  by  weight. 

(2)  If  spiced  cheese  in  sliced  or  cut 
form  contains  an  optional  mold-inhibit¬ 
ing  ingredient  as  specified  in  paragraph 
(d)  of  this  section,  the  label  shall  bear 

the  statement  “ _ added  to  retard 

mold  growth”  or  " _ added  as  a 

preservative”,  the  blank  being  filled  in 
with  the  commmi  name  or  names  of  the 
mold-inhibiting  Ingredient  or  ingredients 
used. 

(3)  Wherever  the  name  of  the  food 
i^pears  on  the  label  so  ccmspicuously  as 
to  be  easily  seen  under  customary  ccmdi- 
tlons  of  purchase,  the  words  and  state¬ 
ments  prescribed  by  this  section,  showing 
the  optional  Ingredimts  used,  shall  im¬ 
mediately  and  conspicuously  precede  or 
follow  such  name,  without  Intervening 
written,  printed,  or  graphic  matter. 

§  1S3.191  Part-skim  spiced  cheeses. 

Part-skim  spiced  cheeses  conform  to 
the  definition  and  standard  of  identity, 
and  are  subject  to  the  requirements  for 
label  statement  of  (H>tional  ingredients, 
prescribed  for  spiced  cheeses  by  S  133.190, 
except  that  their  solids  contain  less  than 
50  percent,  but  not  less  than  20  percent, 
of  mUk  fat. 

§  133.193  Spiced,  flavored  standardized 
cheeses. 

(a)  Except  as  otherwise  provided  for 
herein  and  in  applicable  sections  in  this 
part,  a  spiced  or  fiavored  standardized 
cheese  conforms  to  the  applicable  definl- 
tlcms,  standard  of  identity  and  require¬ 
ments  for  label  statement  of  optional  in¬ 
gredients  prescribed  for  that  specific 
natural  cheese  variety  prcxnulgated  pur¬ 
suant  to  section  401  of  the  act.  In  addi¬ 
tion  a  spiced  and/or  fiavored  standard¬ 
ized  cheese  shall  c(mtain  one  or  more 
safe  and  suitable  spices  and/or  flavor¬ 
ings.  in  such  proportions  as  are  reason¬ 
ably  required  to  accomplish  their  intend¬ 
ed  effect;  Provided.  That  no  combination 
of  Ingredlmts  shall  be  used  to  simulate 
the  fiavor  of  cheese  of  any  age  or  variety. 

(b)  The  name  of  a  spiced  or  fiavored 
standardized  cheese  shall  Include  in  addi¬ 
tion  to  the  varletfd  name  of  the  natural 
cheese,  a  declaration  of  any  fiavor  and/ 
or  spice  that  characterizes  the  food.  In 
the  msmner  prescribed  in  $  101.22  of  this 
chapter. 

§  133.195  Swiss  and  emmentaler  rh«‘e»e. 

(a)  Swiss  cheese,  emmentaler  cheese, 
is  the  food  prepared  from  milk  and  other 
ingredients  specified  In  this  section,  by 
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the  procedure  set  f(Mlh  in  paragraph  (b) 
of  this  section,  <»■  by  another  procure 
which  produces  a  finished  cheese  liavlng 
the  same  physical  and  chemical  pr(9- 
erties  as  the  cheese  produced  when  the 
procedure  set  forth  in  paragraph  (b)  of 
this  section  is  used.  It  has  h<^es,  or  eyes. 
develCH^ed  throu^out  the  cheese.  It 
c(mtains  not  more  than  41  percent  of 
moisture,  and  its  solids  contain  not  less 
than  43  percent  of  milk  fat.  as  deter¬ 
mined  by  the  methods  prescribed  in 
§  133.113(c).  It  is  not  less  than  60  dasrs 
old. 

(b)  Milk,  which  may  be  pasteurized 
or  clarified  or  both,  and  which  may  be 
warmed,  is  subjected  to  the  action  of 
harmless  lactlc-acid-producing  bacteria, 
present  in  such  milk  or  added  thereto; 
harmless  propionlc-acid-produclng  bac¬ 
teria  may  also  be  added.  Authorized  ar¬ 
tificial  coloring  may  be  added.  Sufficient 
rennet,  or  other  safe  and  suitable  milk- 
clotting  enzjmie  that  prcxluces  equivalent 
curd  formatl(Hi,  or  both,  with  or  without 
purified  calcium  chloride  in  a  quantity 
not  more  than  0.02  percent  (calculated 
as  anhydrous  calcium  chloride)  of  the 
weight  of  the  milk,  is  added  to  set  the 
milk  to  a  semisolid  mass.  The  mass  is 
cut  into  particles  similar  in  size  to  wheat 
kernels.  For  about  30  minutes  the  par¬ 
ticles  are  alternately  stirred  and  allowed 
to  settle.  The  temperature  is  raised  to 
about  126°  F.  Stirring  is  continued  until 
the  curd  becomes  firm.  The  acidity  of 
the  whey  at  this  point,  calculated  as 
lactic  acid,  does  not  exceed  0.13  per¬ 
cent.  The  curd  is  transferred  to  hoops 
or  forms  and  pressed  until  the  deslr^ 
shape  and  firmness  are  obtained.  The 
cheese  is  then  salted  by  immersing  it 
in  a  saturated  salt  solution  for  about 
3  days.  It  is  then  held  at  a  temperature 
of  about  50°  F  to  60°  F  for  a  period  of 
5  to  10  days,  after  which  it  is  held  at  a 
-temperature  of  about  75°  F  until  it  is 
approximately  30  days  old,  or  until  the 
so-called  eyes  form.  Salt,  or  a  solution 
of  salt  in  water,  is  added  to  the  surface  of 
the  cheese  at  some  time  during  the  cur¬ 
ing  process.  The  cheese  is  then  stored 
at  a  lower  temperature  for  further  cur¬ 
ing.  A  harmless  preparation  of  aiz3nne8 
of  animal  or  plant  origin  capable  of  aid¬ 
ing  in  the  c\u*lng  or  develoimient  of 
fiavor  of  Swiss  cheese  may  be  added  dur¬ 
ing  the  procedure,  in  such  quantity  that 
the  weight  of  the  solids  of  such  prepara¬ 
tion  is  not  more  than  0.1  percent  of  the 
weight  of  the  milk  used. 

(c)  (1)  For  the  purposes  of  this  sec¬ 
tion,  the  word  “milk”  means  cow’s  milk, 
which  may  be  adjusted  by  separating 
part  of  the  fat  therefrom  or  by  adding 
thereto  cream  or  skim  milk.  Such  milk 
may  be  bleached  by  the  use  of  benzoyl 
peroxide  or  a  mixture  of  benzoyl  perox¬ 
ide  with  potassium  alum,  calcium  sul¬ 
fate.  and  magnesium  carbonate;  but  the 
weight '  of  the  benzoyl  peroxide  is  not 
more  than  0.002  percent  of  the  weight 
of  the  milk  bleached,  and  the  weight  of 
potassium  alum,  calcium  sulfate,  and 
magnesium  carbonate,  singly  or  com¬ 
bined.  is  not  more  than  six  times  the 
wdght  of  the  benzoyl  peroxide  used.  If 
the  milk  is  bleach^  in  this  manner, 
sufiOcient  vitamin  A  is  added  to  the  curd 
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to  compensate  for  the  vitamin  A  or  its 
preciirsors  destroyed  in  the  bleaching 
process,  and  artificial  coloring  is  not 
used. 

(2)  During  the  cheese-making  process 
the  milk  may  be  treated  as  provided  in 
S  133.113(e)(3). 

(d)  Swiss  cheese  in  the  form  of  slices 
or  cuts  in  consumer-sized  packages  may 
contain  an  optional  mold-inhibiting  in¬ 
gredient  consisting  of  sorbic  acid,  potas¬ 
sium  sorbate,  sodium  sorbate,  or  any 
combination  of  two  or  more  of  these,  in. 
an  amoimt  not  to  exceed  0.3  percent  by 
weight,  calculated  as  sorbic  acid. 

(e) (1)  (i)  If  Swiss  cheese  in  sliced  or 
cut  form  contains  an  optional  mold-in¬ 
hibiting  ingredient  as  specified  in  para¬ 
graph  (d)  of  this  section,  the  label  shall 

bear  the  statement  “ _ added 

to  retard  mold  growth”  or  “ _ 

added  as  a  preservative”,  the  blank  be¬ 
ing  filled  in  with  the  common  name  or 
names  of  the  mold-inhibiting  ingredient 
or  ingredients  used. 

(il)  If  the  milk  used  is  bleached,  the 
label  shall  bear  the  statement  “Milk 
bleached  with  benzoyl  peroxide”. 

(2)  Wherever  the  name  of  the  food 
appears  on  the  label  so  conspicuously 
as  to  be  easily  seen  under  customary 
conditions  of  purchase,  the  statement 
specified  in  this  section,  showing  the  op¬ 
tional  ingredient  used,  shall  immediately 
and  conspicuously  precede  or  follow  such 
name,  without  intervening  written, 
printed,  (h:  graphic  matter. 

§  133.196  Swim  cheese  for  manufactur¬ 
ing. 

Swiss  cheese  for  manufacturing  con¬ 
forms  to  the  definition  and  standard  of 
Identity  perescrlbed  for  swlss  cheese  by 
S  133.195,  except  that  the  holes,  or  eyes, 
have  not  developed  throughout  the  en¬ 
tire  cheese,  and  the  provisions  of  para- 
gnq)h  (d)  of  that  section  do  not  iq^ply; 
however,  the  labeling  requirements  of 
paragraph  (e)(2)  of  that  section  do 
apply.  _ 

PART  13fi— FROZEN  DESSERTS 

Subpart  A— (ItoMrMd] 

Subpart  B — Raqulramants  for  Spadfic 
Standardize  Frozan  OasMrta 

Sac. 

135.10  Frozen  custard. 

135.30  Fruit  sherbets. 

135.30  Ice  cream. 

135.40  Ice  milk. 

135.50  MeUorlne. 

135.65  Nonfruit  sherbets. 

135.70  Nonfrult  water  Ices. 

135.00  Water  ices. 

AoTHoaiTT:  Secs.  401,  701,  53  Stat.  1044  as 
amended,  1055-1056  as  amended  (31  U.8.C. 
341,  371). 

Subpart  A— [Reserved] 

Subpart  B — Raquirements  for  Specific 
Standardize  Frozen  Desserts 

§135.10  Frocen  custard. 

Frozen  custard,  french  ice  cream, 
french  custard  ice  cream  cemforms  to 
the  definition  and  standard  of  Identity, 
and  is  subject  to  the  requirements  for 
label  statement  of  optional  ingredients, 
prescribed  for  ice  cream  by  S  135.30,  ex¬ 
cept  that  one  or  more  of  the  optlcmal  egg 
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ingredients  permitted  by  S  135.30(f)  (1) 
are  used  in  such  quantity  that  the  total 
weight  of  yolk  solids  therein  is  not 
less  than  1.4  percent  of  the  weight  of  the 
finished  frozen  custard:  Provided,  how¬ 
ever,  That  when  the  ingredi^ts  named 
in  §  135.30(b)  (3)  through  (8),  inclusive, 
are  used,  the  content  of  egg  yolk  solids 
may  be  reduced  in  proportion  to  the 
bulky  ingredimt  or  ingredients  added, 
under  the  conditions  prescribed  by 
§  135.30(a)  for  reduction  in  milk  fat  and 
total  milk  solids;  but  in  no  case  is  the 
content  of  egg  yolk  solids  less  than  1.12 
percent. 

§  135.20  Fruit  sherbets. 

(a)  Fruit  sherbets  are  the  foods  each 
of  which  is  pr«>ared  by  freezing,  while 
stirring,  a  mix  composed  of  one  or  more 
of  the  optional  characterizing  fruit  in¬ 
gredients  specified  in  paragraph  (b)  of 
this  section  and  (me  or  more  of  the 
optional  Ingredients  specified  in  para¬ 
graph  (c)  of  this  secticm,  sweetened 
with  one  or  more  of  the  optional  sweet¬ 
ening  Ingredients  specified  in  paragraph 
(d)  of  this  section.  One  or  more  of  the 
opticmal  Ingredients  specified,  in  para¬ 
graph  (e)  of  this  section  may  be  used, 
subject  to  the  conditions  hereinafter  set 
forth.  The  mix  of  cixnbined  dairy  in¬ 
gredients.  with  or  without  other  In^edi- 
ents,  is  pasteurised.  The  titratable 
acidity  of  the  flnidied  fruit  sherbet,  cal¬ 
culated  as  lactic  acid,  is  not  less  than 
0.35  percent.  The  mix  with  or  with¬ 
out  added  water  may  be  seasoned  with 
salt,  and  may  be  homogenized.  The 
optional  dairy  ingredients  used  and 
the  content  of  milk  fat  and  nonfat 
milk  solids  therein  are  such  that  the 
weight  of  milk  fat  is  not  less  than  1 
parent  and  not  more  than  2  percent,' 
and  the  wei^t  ol  total  milk  solids  is 
not  less  than  2  percent  and  not  more 
than  5  percent  of  the  weight  of  the 
finished  fruit  sheibet.  The  c^tional 
caseinates  specified  in  paragrsq>h  (e)  (7) 
of  this  section  are  not  deemed  to  be  milk 
solids.  The  finished  fruit  sherbet  weighs 
not  less  than  6  pounds  to  the  gallon:  ex¬ 
cept  that  when  the  optional  ingredient 
micincrystalllne  cellulose  specified  in 
paragraph  (e)  (11)  of  this  section  is  used, 
the  finished  fruit  sherbet  weighs  not  less 
than  6  poimds  to  the  gallon,  exclusive  of 
the  weight  of  the  microcrystalline  cellu¬ 
lose. 

(b)  The  optional  fruit  characterizing 
Ingredients  referred  to  in  paragraph  (a) 
of  this  section  are  any  mature  fruit  or 
the  Juice  of  any  mature  fruit.  The  fruit 
or  fruit  juice  used  may  be  fresh,  frozen, 
canned,  concentrated,  or  partially  or 
wholly  dried.  The  fruit  may  be  thick¬ 
ened  with  pectin  or  other  of  the  optional 
ingredients  named  in  paragraph  (e)  (2) 
of  this  section,  subject  to  the  restriction 
on  the  total  quantity  of  such  substances 
in  fruit  sherbets  prescribed  in  that  para¬ 
graph.  The  fruit  Is  prepared  by  the  re- 

*juoval  of  pits,  seeds,  skins,  and  cores, 
where  such  removal  is  usual  in  prepar¬ 
ing  that  kind  of  fruit  for  consumption  as 
fresh  fruit.  The  fruit  may  be  screened, 
crumbed,  or  otherwise  commlnute(L  It 
may  be  acidulated  with  citric  acid, 
ascorbic  acid,  or  phoqdioric  ackL  In 


the  case  of  concentrated  fruit  or  fruit 
Juices,  from  whi(di  part  of  the  wata 
is  removed,  substanoes  contributing 
flavor  volatilized  during  water  removal 
may  be  (x>ndensed  and  reincorporat¬ 
ed  in  the  concentrated  fruit  or  fruit 
juice.  In  the  case  of  citrus  fruits,  the 
whole  fruit.  Including  the  peel  but  ex¬ 
cluding  the  seeds,  may  be  used,  and  in 
the  case  of  citrus  juice  or  concentrated 
citrus  juices,  cold-pressed  citrus  oil  may 
be  added  thereto  in  an  amoimt  not  ex¬ 
ceeding  that  which  would  have  been  ob¬ 
tained  if  the  whole  fruit  had  been  used. 
The  quantity  of  fruit  ingredients  used 
is  such  that,  in  relation  to  the  weight  of 
the  finished  sherbet,  the  weight  of  fruit 
or  fruit  juice,  as  the  case  may  be  (includ¬ 
ing  water  necessary  to  reconstitute  par¬ 
tially  or  wholly  dried  fruits  or  fruit  juices 
to  their  original  moisture  content),  is 
not  less  than  2  percent  in  the  case  of 
citrus  sherbets,  6  percent  in  the  case  of 
berry  sherbets,  and  10  percent  in  the 
case  of  sherbets  prepared  with  other 
fruits.  For  the  purposes  of  this  section, 
tomatoes  and  rhubarb  are  cxmsidered  as 
kinds  of  fruit. 

(c)  The  optional  dairy  ingredients  re¬ 
ferred  to  in  paragraph  (a)  of  this  sec¬ 
tion  are:  Cream,  dried  cream,  plastic 
cream  (sometimes  known  as  concen¬ 
trated  milk  fat) ,  butter,  butter  oil.  milk, 
concentrated  milk,  evaporated  milk,  su¬ 
perheated  condensed  ^mllk,  sweetened 
condensed  milk,  dried 'milk,  skim  milk, 
concentrated  skim  milk,  evaporated  skim 
milk,  condensed  skim  milk,  superheated 
condensed  skim  milk,  sweetened  con¬ 
densed  skim  milk,  sweetened  (xindensed 
part-skim  milk,  nonfat  dnr  milk,  sweet 
cream  buttermilk,  condensed  sweet 
cream  buttermilk,  dried  sweet  cream 
buttermilk,  skim  milk  that  has  been  con¬ 
centrated  and  from  which  part  of  the 
lactose  has  been  removed  by  (^ystalUza- 
tion,  concoitrated  cheese  whey,  and 
dried  cheese  whey.  Water  may  be 
added,  or  water  may  be  evaporated  from 
the  mix.  The  sweet  cream  buttermilk 
and  the  concentrated  sweet  cream  but¬ 
termilk  or  dried  sweet  cream  buttermilk, 
when  adjusted  with  water  to  a  total 
solids  content  of  8.5  percent,  has  a  titrat¬ 
able  acidity  of  not  more  than  0.17  per¬ 
cent,  calculated  as  lactic  acid.  The 
term  “milk"  as  used  in  this  section  means 
cow’s  milk.  Dried  cheese  whey  is  uni¬ 
formly  light  in  color,  free  from  brown 
and  black  scorched  particles,  and  has 
an  alkalinity  of  ash.  not  more  than  225 
milliliters  O.IN  HCl  per  100  grams,  a 
bacterial  count  of  not  more  than  50,000 
per  gram,  and.  as  adjusted  with  water 
to  a  total  solids  content  of  6.5  percent, 
a  titratable  acidity  of  not  more  than 
0.16  percent  calculated  as  lactic  acid. 
Concentrated  cheese  whey  has  an  alka¬ 
linity  of  ash,  not  trKMe  than  115  milli¬ 
liters  O.IN  HC71  per  100  grams,  a  bacterial 
count  of  not  more  than  50,000  per  gram, 
and,  as  adjusted  with  water  to  a  total 
solids  cont^t  of  6.5  percent,  a  titratable 
a(ddity  of  not  more  than  0.18  percent, 
calculated  as  lactic  acid. 

(d)  The  (^tional  sweetening  ingredi¬ 
ents  referred  to  in  paragraph  (a)  of  this 
section  are:  Sugar  (sucrose),  dextrose, 
invert  sugar  (paste  or  sirup),  glucose 


sirup,  dried  glucose  sirup,  com  sirup, 
dried  com  sirup,  malt  sirup,  malt  ex¬ 
tract,  dried  malt  sirup,  dried  malt  ex¬ 
tract,  maltose  sirup,  drl^  maltose  sirup. 

(e)  Other  opUcmal  ingredients  re¬ 
ferred  to  in  paragraph  (a)  of  this  sec¬ 
tion  are: 

(1) ^  Liquid  eggs,  frozen  eggs,  dried 
eggs,  egg  yolks,  frozen  yolks,  dried  yolks; 
but  the  weight  of  egg  yolk  solids  therein 
is  less  than  0.5  percent  of  the  weight  of 
the  finished  fruit  sherbet. 

(2)  Agar-agar,  algin  (scxlium  algi¬ 
nate)  ,  calcium  sulfate,  egg  white,  gelatin, 
giun  acacia,  guar  seed  gum,  giim  karaya, 
locust  bean  gum,  oat  gum,  gum  traga- 
canth,  hydroxypropyl  methylcellulose, 
carrageenan,  salts  of  carrageenan,  fur- 
celleran,  salts  of  furcelleran,  le<dthin, 
pectin,  psyllium  seed  husk,  sodium  car- 
boxymethylcellulose.  The  total  weight 
of  the  solids  of  any  such  Ingredient  used 
singly  or  of  any  combination  of  two  or 
more  such  ingredients  used  (including 
any  such  ingredient  added  separate  to 
the  fruit  ingredient)  is  not  more  than 
0.5  percent  of  the  weight  of  the  finished 
fruit  sherbet.  Such,  ingredients  may  be 
added  in  admixture  with  dextrin,  propyl¬ 
ene  glycol,  or  glycerin. 

(3)  Monoglycerides  or  diglycerides  or 
both  of  fat-forming  fatty  acids.  The 
total  weight  of  such  ingredients  is  not 
more  than  0.3  percent  of  the  weight  of 
the  finished  fruit  sherbet.  If  the  prep¬ 
aration  used  is  one  having  a  high  pro¬ 
portion  of  monoglycerides  (over  90  per¬ 
cent)  ,  It  may  be  preblended  with  edible 
fat,  but  the  amoimt  of  such  fat  does 
not  exceed  20  percent  by  weight  of  the 
blend,  and  the  total  amount  of  the  blend 
used  does  not  exceed  0.2  percent  of  the 
weight  of  the  finished  fruit  sherbet. 

(4)  Polysorbate  65.  polysorbate  80,  or 
both  (complying  with  the  provisions  of 
S  172.838  and  S  172.840  of  this  chapter 
including  the  limit  on  either  used  sep¬ 
arately  or  both  used  in  combinaticm  of 
not  more  than  0.1  percent  by  weight  of 
the  finished  frozen  dessert) . 

(5)  Propylene  glycol  alginate  (comply¬ 
ing  with  the  provisions  of  8  172.858  of 
this  chapter  including  the  limit  of  not 
more  than  0.5  percent  by  weight  of  the 
finished  frozen  dessert) . 

(6)  Citric  acid,  tartaric  Mid.  malic 
acid,  lactic  acid,  ascorbic  acid,  phos¬ 
phoric  acid,  or  any  combination  of  two 
or  more  of  these  in  such  quantity  as 
seasons  the  finished  food. 

(7)  Casein  prepared  by  precipitation 
with  gums,  ammonium  caseinate,  calcium 
caseinate,  potassium  caseinate,  sodium 
caseinate. 

(8)  Any  natural  food  flavoring. 

(9)  Any  artificial  flavoring. 

(10)  Coloring,  including  artificial  col¬ 
oring. 

(11)  Microcrystalline  cellulose,  in  a 
(luantity  not  to  exited  0.5  percent  of  the 
weight  of  the  finished  fruit  sherbet. 

(12)  When  one  or  more  of  the  optional 
thickening  ingredients  in  paragraph 
(e)(2)  or  (5)  of  this  section  are  used, 
^octyl  sodium  sulfosuccinate  comparing 
with  the  requirements  of  {172.810  of 
this  chapter  may  be  used  in  a  quantity 
not  in  excess  of  0.5  percent  by  weight 
of  such  ingredients. 
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(f»  The  name  of  each  such  fruit  sher¬ 
bet  Is  “ _ sherbet”,  the  blank 

being  filled  in  with  the  common  name  of 
the  fruit  or  fruits  from  which  the  fruit 
ingredients  used  are  obtained.  When  the 
names  of  two  or  more  fruits  are  included, 
such  names  shall  be  arranged  in  order  of 
predominance,  if  any,  by  weight  of  the 
respective  fruit  ingredients  used. 

(g)  When  the  optional  ingredients 
artificial  coloring* or  artificial  flavoring 
are  used  in  fruit  sherbet  they  shall  be 
named  on  the  labels  as  follows: 

( 1 )  The  label  shall  designate  artificial 
coloring  by  the  statement  ‘‘artificially 
colored”,  “artificial  coloring  added”, 
“with  added  artificial  coloring”,  or 

“ _ an  artificial  color  added”, 

the  blank  being  filled  in  with  the  name 
of  the  artificial  coloring  used. 

(2)  The  label  shall  designate  artificial 
flavoring  by  the  statement  “artificially 
flavored”,  “artificial  flavoring  added”, 
“wiUi  added  artificial  fiavoring”,  or 

“ _ an  artificial  fiavor  added”, 

the  blank  being  filled  In  with  the  name 
of  the  artificial  flavoring  used. 

(3)  Whenever  artificial  flavoring  is  not 

added  as  such  but  as  a  component  of 
some  other  ingredient,  the  label  shall  in¬ 
clude  the  statement  “ _ artifi¬ 

cially  flavored”,  the  blank  being  filled  in 
with  the  name  of  such  other  ingredient. 

(4)  When  the  optional  ingredient  mi- 
crocrystalllne  cellulose  specified  in  para¬ 
graph  (e)  (11)  of  this  section  is  used,  the 
label  shall  bear  the  statement  “micro¬ 
crystalline  cellulose  added”  or  “with 
added  microcrystalline  cellulose”. 

Label  statements  may  be  combined,  as 
for  example,  “with  added  artificial  fla¬ 
voring  and  artificial  coloring”. 

(h)  Where  one  or  more  of  the  optional 
ingredients  artificial  coloring  or  artificial 
flavoring  are  used  and  there  appears  on 
the  label  any  representation  as  to  the 
fruit  or  fruits  in  the  sherbet,  such 
representation  shall  be  immediately  and 
conspicuously  accompanied  by  appropri¬ 
ate  label  statements  as  prescribed  in  par¬ 
agraph  (g)  of  this  section,  showing  the 
optional  ingredients  used. 

(1)  Wherever  the  name  of  the  food 
appears  on  the  label  so  conspicuously  as 
to  be  easily  seen  under  customary  con¬ 
ditions  of  purchase,  the  statements  spec¬ 
ified  in  this  section,  showing  the  optional 
ingredients  used,  shall  immediately  and 
conspicuously  precede  or  follow  such 
name  without  intervening  written,  print¬ 
ed,  or  graphic  matter. 

§  135.30  Icerream. 

(a)  Ice  cream  is  the  food  prepared  by 
freezing,  while  stirring,  a  pasteurized 
mix  composed  ot  one  or  more  of  the 
optional  ingredients  sprolfled  in  par¬ 
agraph  (c)  of  this  section,  sweetened 
with  one  or  more  of  the  optional  sweet¬ 
ening  ingredients  specified  in  paragraph 
(d)  of  this  section.  One  or  more  of  the 
optional  characterizing  ingredients  spec¬ 
ified  in  paragraph  (b)  of  this  section 
and  one  or  more  of  the  optional  ingredi¬ 
ents  specified  in  paragraph  (d)  (5)  to 
(10)  may  be  used  to  characterize  the  ice 
cream.  One  or  more  of  the  optional 
caseinates  specified  in  paragraph  (e) 


and  one  or  more  of  the  optional  ingredi¬ 
ents  specified  in  paragraph  (f)  of  this 
section  may  be  us^,  subject  to  the  con¬ 
ditions  hereinafter  set  forth.  Hie  mix 
may  be  seasoned  with  salt,  and  may  be 
homogenized.  The  kind  and  quantity  of 
optional  dairy  ingredients  used,  as  speci¬ 
fied  in  imragraph  (c)  of  this  section,  and 
the  content  of  milk  fat  and  nonfat  milk 
solids  therein,  are  such  that  the  weights 
of  milk  fat  and  total  milk  solids  are  not 
less  than  10  percent  and  20  percent,  re¬ 
spectively.  of  the  weight  of  the  finished 
ice  cream;  but  in  no  case  shall  the  con¬ 
tent  of  milk  solids  not  fat  be  less  than  6 
percent,  except  that  when  one  or  more 
of  the  bulky  optional  ingredients  as 
specified  in  paragraph  (b>  (3)  to  (8), 
inclusive,  of  this  section,  are  used,  the 
weights  of  milk  fat  and  total  milk  solids 
(exclusive  of  such  fat  and  solids  in  any 
malted  milk  used)  are  not  less  than  10 
I>ercent  and  20  percent,  respectively,  of 
the  remainder  obtained  by  subtracting 
the  weight  of  such  optional  ingredients, 
modified  as  prescribed  in  this  paragraph, 
from  the  weight  of  the  finished  ice 
cream;  but  in  no  case  is  the  weight  of 
milk  fat  or  total  milk  solids  less  than  8 
r>ercent  and  16  percent,  respectively,  of 
the  weight  of  the  finished  ice  cream.  The 
optional  caseinates  specified  in  para¬ 
graph  (e)  of  this  section  are  not  deemed 
to  be  milk  solids.  In  calculating  the  re¬ 
duction  of  milk  fat  and  total  milk  solids 
from  the  use  of  bulky  optional  ingredi¬ 
ents,  chocolate  and  cocoa  solids  used 
shall  be  considered  the  bxilky  Ingredients 
of  paragraph  (b)(3)  of  this  section.  In 
order  to  make  allowance  for  additional 
sweetening  Ingredients  needed  when 
bulky  ingredients  are  used,  the  weight 
of  chocolate  or  cocoa  solids  may  be  mul¬ 
tiplied  by  2.5;  the  weight  of  fruit  or 
nuts  used  may  be  multiplied  by  1.4;  and 
the  weight  of  partially  or  wholly  dried 
fruits  or  fruit  juices  may  be  multiplied 
by  appropriate  factors  to  obtain  the  orig¬ 
inal  weights  before  drying  and  this 
weight  multiplied  by  1.4.  The  finished  ice 
cream  contains  not  less  than  1.6  pounds 
of  total  solids  to  the  gallon  and  weighs 
not  less  than  4.5  pounds  to  the  gallon; 
except  that  when  the  optional  ingredient 
microcrystalline  cellulose  specified  in 
paragraph  (f)  (6)  of  this  section  is  used, 
the  finished  ice  cream  contains  not  less 
than  1.6  pounds  of  total  solids  to  the 
gallon  and  weighs  not  less  than  4.5 
pounds  to  the  gallon  exclusive,  in  both 
cases,  of  the  weight  of  the  microcrystal¬ 
line  cellulose.  Artificial  flavoring  in  any 
chocolate,  cocoa,  confectionery,  or  other 
ingredient  used  is  an  optional  ingredient 
of  the  finished  ice  cream.  Coloring,  in¬ 
cluding  artificial  coloring,  may  be  added.* 

(b)  The  optional  characterizing  ingre¬ 
dients  referred  to  in  paragraph  (a)  of 
this  section  are; 

(1)  Ground  spice,  groimd  vanilla 
beans,  infusion  of  coffee  or  tea.  or  any 
natural  food  flavoring. 

(2)  Artificial  food  flavoring. 

(3)  Chocolate  or  cocoa,  which  may  be 
added  as  such  or  as  a  suspension  in  sirup. 


*  Section  403(k)  of  the  Federal  Pood.  Drug, 
and  Coemetlo  Act  grants  label  declaration 
exemption  for  artificial  coloring  In  Ice  cream. 


and  which  may  contain  disodium  phos- 
I^te  or  sodium  citrate  in  such  quantity 
that  the  finished  ice  cream  contains  not 
more  than  0.2  percent  by  weight  of  dlso- 
dium  phosphate  or  sodium  citrate.  For 
the  purposes  of  this  section,  the  term 
“cocoa”  means  one  or  any  combination 
of  two  or  more  of  the  following:  Cocoa, 
breakfast  cocoa,  low-fat  cocoa,  and  the 
impulverized  residual  material  prepared 
by  removing  part  of  the  fat  from  ground 
cacao  nibs. 

(4)  Mature  fruii  or  the  juice  of  mature 
fruit,  either  of  which  may  be  fresh, 
frozen,  canned,  concentrated,  or  partially 
or  wholly  dried.  The  fruit  may  be 
whole,  shredded,  or  comminuted;  it  may 
be  sweetened,  thickened  with  pectin  or 
with  one  or  more  of  the  ingredients 
named  in  paragraph  (f )  (2)  of  this  sec¬ 
tion.  subject  to  the  restriction  on  the 
total  quantity  of  such  substances  in  ice 
cream  prescribed  in  that  paragraph,  and 
it  may  be  acidulated  with  citric  acid, 
ascorbic  acid,  or  phosphoric  acid.  The 
fruit  is  prepared  by  the  removal  of  pits, 
seeds,  skins,  and  cores,  where  such  re¬ 
moval  is  usual  in  preparing  that  kind  of 
fruit  for  consumption  as  fresh  fruit.  In 
the  case  of  fruit  or  fruit  juice  from  which 
part  of  the  water  is  removed,  the  sub¬ 
stances  contributing  flav(»-  volatilized 
during  water  removal  may  be  condensed 
and  reincorporated  in  the  concentrated 
fruit  or  fruit  juice.  In  the  case  of  the 
citrus  fruits  the  whole  fruit,  including 
the  peel  but  excluding  the  seeds,  may  be 
used,  and  in  the  case  of  citrus  juice  or 
concentrated  citrus  juice,  cold-pressed 
citrus  oil  may  be  added  in  an  amount  not 
exceeding  that  which  would  have  been 
obtained  if  the  peel  from  the  whole  fruit 
had  been  used.  For  the  purposes  of  this 
section,  the  flesh  of  the  coconut  shall  be 
considered  a  fruit. 

(5)  Nut  meats,  which  may  be  roasted, 
cooked  in  an  edible  fat  or  oil.  or  preserved 
in  sirup,  and  which  may  be  salted. 

(6)  Malted  milk. 

(7)  Confectionery.  For  the  purposes 
of  this  section,  the  term  “confectionery” 
means  candy,  cakes,  cookies,  and  glac^^ 
fruits. 

(8)  Properly  prepared  and  cooked 
cereal. 

(9)  Distilled  alcoholic  beverage,  in¬ 
cluding  liqueurs  or  wine,  in  an  amount 
not  to  exceed  that  required  for  flavoring 
the  ice  cream. 

(c)  The  optional  dairy  ingredients  re¬ 
ferred  to  in  paragraph  (a)  of  this  section 
are:  Cream,  dried  cream,  plastic  cream 
(sometimes  known  as  concentrated  milk 
(fat),  butter,  butter  oil,  milk,  concen¬ 
trated  milk,  evaporated  milk,  sweetened 
condensed  milk,  superheated  condensed 
milk,  dried  milk,  skim  milk,  concentrated 
skim  milk,  evaporated  skim  milk,  con¬ 
densed  skim  milk,  superheated  con¬ 
densed  skim  milk,  sweetened  condensed 
skim  milk,  sweetened  condensed  part- 
skim  milk,  nonfat  dry  milk,  sweet  cream 
buttermilk,  condensed  sweet  cream  but¬ 
termilk.  dried  sweet  cream  buttermilk, 
skim  milk  that  has  been  concentrated 
and  fnxn  which  part  of  the  lactose  has 
been  removed  by  crystallization,  skim 
milk  in  ccmcentrated  or  dried  form 
which  has  been  modified  by  treating  the 
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concentrated  skim  milk  with  calcium 
hydroxide  and  disodlum  phosphate,' con¬ 
centrated  cheese  whey,  and  dried  cheese 
whey.  Water  may  be  added,  or  water 
may  be  evaporated  from  the  mix.  The 
sweet  cream  buttermilk  and  the  concen¬ 
trated  sweet  cream  buttermilk  or  dried 
sweet  cream  buttermilk,  when  adjusted 
with  water  to  a  total  solids  content  of 

8.5  percent,  has  a  tltratable  acidity  of  not 
more  than  0.17  percent,  calculated  as  lac¬ 
tic  acid.  The  term  “milk”  as  used  in  this 
section  means  cow’s  milk.  Any  concen¬ 
trated  cheese  whey  and  dried  cheese  whey 
used  contribute  not  more  than  25  percent 
by  weight  of  the  total  nonfat  milk  solids 
content  of  the  finished  food.  Dried 
cheese  whey  Is  uniformly  light  in  ccdor, 
free  from  brown  and  black  scorched  par¬ 
ticles.  and  has  an  alkalinity  of  ash,  not 
more  than  225  milliliters  0.117  HCl  per 
100  grams,  a  bacterial  count  of  not  more 
than  50,000  per  gram,  and,  as  adjusted 
with  water  to  a  total  solids  content  of 

6.5  percent,  a  tltratable  acidity  of  not 
more  han  0.16  percent,  calculated  as 
lactic  acid.  Concentrated  cheese  whey 
has  an  alkalinity  of  ash,  not  more  than 
115  milliliters  O.llV  HCl  per  100  grams,  a 
bacterial  count  of  not  more  than  50,000 
per  gram,  and,  as  adjusted  with  water  to 
a  total  solids  content  of  6.5  percent,  a 
tltratable  acidity  of  not  more  than  0.18 
percent,  calculated  as  lactic  acid.  ITie 
modified  skim  milk,  when  adjusted  with 
water  to  a  total  solids  content  of  9  per¬ 
cent  Is  substantially  free  of  lactic  ac'd 
as  determined  by  titration  with  0.1  JV 
NuOH  and  it  has  a  pH  value  In  the  range 
of  8.0  to  8.3. 

(d)  Tbe  optional  sweetening  Ingre¬ 
dients  referred  to  In  paragraph  (a)  of 
this  section  are; 

(1)  Sugar  (sucrose)  or  sugar  sirup. 

(2)  Dextrose. 

(3)  Invert  sugar  (In  paste  or  sirup 
form). 

(4)  Com  sirup,  dried  com  sirup,  glu¬ 
cose  sirup,  dried  glucose  sirup. 

(5)  Maple  sirup,  maple  sugar. 

(6)  Hcmey. 

(7)  Brown  sugar. 

(8)  Malt  sirup,  maltose  sirup,  malt 
extract. 

(9)  Dried  malt  sirup,  dried  maltose 
sirup,  dried  malt  extract. 

(10)  Refiner’s  sirup. 

(11)  Molasses  (other  than  black¬ 
strap)  . 

(12)  Lactose. 

(13)  Fructose  N.P. 

(e)  The  optional  caseinates  referred 
to  In  paragraph  (a)  of  this  section  which 
may  be  added  to  Ice  cream  mix  contain¬ 
ing  not  less  than  20  percent  total  milk 
solids  are:  Casein  prepared  by  precipita¬ 
tion  with  gums,  ammonium  caseinate, 
calcium  caseinate,  potassium  caseinate, 
and  sodium  caseinate.  Caseinates  may 
be  added  In  liquid  or  dry  form,  but  must 
be  free  of  excess  alkali. 

(f)  Other  optional  Ingredients  re¬ 
ferred  to  In  paragraph  (a)  of  this  section 
are: 

<1)  Liquid  eggs,  frozen  eggs,  dried 
eggs,  egg  yolks,  frozen  egg  yolks,  and 
dried  egg  yolks.  Any  egg  ingr^ent  used 
Is  added  to  the  mix  btf  ore  It  Is  pasteur¬ 
ized.  The  total  weight  of  egg  yolk  solids 
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In  the  finished  Ice  cream  from  one  or  a 
combination  of  two  or  more  such  In¬ 
gredients  is  less  than  the  minimum  pre¬ 
scribed  for  frozen  custard  by  §  135.10 
(1.4  percent). 

(2)  Agar-agar,  algin  (sodium  algi¬ 
nate),  calcium  sulfate,  gelatin,  gum 
acacia,  guar  seed  gum.  gum  karaya, 
locust  bean  giun,  oat  gum,  gum  traga- 
canth,  carrageenan,  salts  of  carrageenan, 
furcelleran,  salts  of  furcelleran,  lecithin, 
psyllium  seed  husk,  sodium  carboxy- 
methylcellulose.  The  total  weight  of  the 
solids  of  any  such  ingredient  iised  singly 
or  of  any  combination  of  two  or  more 
such  ingredients  used  (including  any 
such  ingredient  and  pectin  added  sepa¬ 
rately  to  the  fruit  Ingredient)  is  not 
more  than  0.5  percent  of  the  weight  of 
the  finished  Ice  cream.  Such  Ingredients 
may  be  added  In  admixture  with  dextrin, 
propylene  glycol,  or  glycerin. 

(3)  Monoglycerides  or  diglycerides  or 
both  of  fat-forming  fatty  siclds.  The 
total  weight  of  such  Ingredients  Is  not 
more  than  0.2  percent  of  the  weight  of 
the  finished  Ice  cream.  If  the  prepara¬ 
tion  used  is  one  having  a  high  propor¬ 
tion  of  monoglycerides  (over  90  percent) , 
it  may  be  preblended  with  edible  fat,  but 
the  amoimt  of  such  fat  does  not  exceed 
20  percent  by  weight  of  the' blend,  and 
the  total  amount  of  the  blend  used  does 
not  exceed  0.2  percent  of  the  weight  of 
the  finished  ice  cream. 

(4)  Polysorbate  65.  polysorbate  80,  or 
both  (complying  with  the  provisions  of 
§  172.838  and  !  172.840  of  this  chapter 
Including  the  limit  on  elthN*  used  sep¬ 
arately  or  both  used  in  combination  or 
not  more  than  0.1  percent  by  weight  of 
the  finished  frozen  dessert) , 

(5)  Propylene  glycol  alginate  (comply¬ 

ing  with  the  provisions  of  §  172.858  of 
this  chapter  Including  the  limit  of  not 
more  than  0.5  percent  by  weight  of  the 
finished  frozen  dessert) .  • 

(6)  Microcrystalline  cellulose.  In  a 
quantity  not  to  exceed  1.5  percent  by 
weight  of  the  finished  frozen  dessert. 

(7)  When  one  or  more  of  the  optional 
thickening  ingredients  In  paragraph 
(f)(2)  or  (5)  of  this  secti<m  are  used, 
dloctyl  sodium  sulfosuocinate  complying 
with  the  requirements  of  S  172.810  of 
this  chapter  may  be  used  In  a  quantity 
not  in  excess  of  0.5  percent  by  weight  of 
such  Ingredients. 

(8)  (1)  Sodium  citrate,  disodium  phos¬ 
phate,  tetrasodium  pyrophosphate, 
sodium  hexametaphosphate,  or  any 
combination  of  two  or  more  of  these; 
but  the  total  quantity  of  the  solids  of 
such  ingredients  (exclusive  of  any  diso¬ 
dlum  phosphate  or  sodium  citrate  pres¬ 
ent  In  chocolate  or  cocoa,  as  permitted 
by  paragraph  (b)  (3)  of  this  section)  Is 
not  more  than  0.2  percent  by  weight  of 
the  finished  ice  cream. 

(11)  Calcium  oxide,  magnesium  oxide, 
calcium  hydroxide,  magnesium  hydrox¬ 
ide,  calcium  carbonate,  magnesium  car¬ 
bonate,  or  any  combination  of  two  or 
more  of  these;  but  the  total  quantity  of 
the  solids  of  such  Ingredients  Is  not  more 
than  0.04  percent  of  the  weight  of  the 
finished  ice  cream. 

(g)  (1)  The  name  of  the  focxl  ts  “Ice 
cream”. 


(2)  (1)  If  the  food  contains  no  artificial 
fiavor,  the  name  on  the  principal  display 
panel  or  panels  of  the  label  shall  be  ac- 
ccmipanied  by  the  common  or  usual 
name  of  the  chsu-acterlzlng  fiavor,  e.g., 
“vanilla”,  in  letters  not  less  than  one- 
half  the  height  of  the  letters  iised  In  the 
words  “Ice  cream”. 

(il)  If  the  food  contains  both  a  natural 
characterizing  fiavor  and  an  artificial 
fiavor  simulating  It,  and  If  the  natural 
fiavor  predominates,  the  name  on  the 
principal  display  panel  or  panels  of  the 
label  shall  be  accompanied  by  the  com¬ 
mon  name  of  the  characterizing  fiavor, 
in  letters  not  less  than  one-half  the 
height  of  the  letters  used  in  the  words 
“Ice  cream”,  followed  by  the  word  “fia- 
vored”.  In  letters  not  less  than  one-half 
of  the  height  of  the  letters  In  the  name 
of  the  characterizing  fiavor,  e.g.,  “VA¬ 
NILLA  flavored”,  or  “PBCACH  flavored”, 
or  “VANILLA  flavored  and  STRAW¬ 
BERRY  flavored”. 

(ill)  If  the  food  contains  both  a  natu¬ 
ral  characterizing  flavor  and  an  artifi¬ 
cial  flavor  simulating  it.  and  if  the  artifi¬ 
cial  flavor  predominates,  or  If  artificial 
flavor  is  used  alone,  the  name  on  the 
principal  display  panel  or  panels  of  the 
label  shall  be  accompanied  by  the  com¬ 
mon  name  of  the  characterizing  flavor. 
In  letters  not  less  than  one-half  the 
height  of  the  letters  used  In  the  words 
“ice  cre"m”,  preceded  by  “artificial”  or 
“artificially  flavored”.  In  letters  not  less 
than  one-half  the  height  of  the  letters 
in  the  name  of  the  characterizing  flavor, 
e.g..  “artificial  VANILLA”,  or  "artifi¬ 
cially  flavored  STRAWBERRY”  or  “arti¬ 
ficially  flavored  VANILLA  and  artifl- 
clally  flavored  STRAWBERRY”. 

(3)  (1)  If  the  food  Is  subject  to  the 
requirements  of  paragraph  (g)  (2)  (11)  of 
this  section  or  If  it  contains  any  arti¬ 
ficial  flavor  not  simulating  the  charac¬ 
terizing  flavor,  the  label  shall  also  bear 
the  words  “artificial  flavor  added”  or 

“artificial _ flavor  added”, 

the  blank  being  filled  with  the  common 
name  of  the  flavor  simulated  by  the  arti¬ 
ficial  flavor  In  letters  of  the  same  size 
and  prominence  as  the  words  that  pre¬ 
cede  and  follow  it. 

(II)  When  the  optional  Ingredient 
microcn^talllne  cellulose  specified  In 
paragraph  (f)  (6)  of  this  section  Is  used, 
the  latel  shall  bear  the  statement 
“microcrystalline  cellulose  added”  or 
“with  microcrystalline  cellulose”. 

(III)  When  two  or  more  of  the  optlcmal 
Ingredients  specified  In  paragraphs  (b) 

(2)  and  (f)  (6)  of  this  section  are  used, 
such  words  may  be  combined;  for  ex¬ 
ample,  “mlcrocrystalllne  cellulose  and 
artificial  flavor  added”, 

(iv)  Wherever  th”  name  of  the  char¬ 
acterizing  flavor  appears  on  the'  label  so 
conspicuously  as  to  be  easily  seen  imder 
customary  conditions  of  purchase,  the 
words  prescribed  by  this  paragraph  (g) 

(3)  shall  ImmecJlnteiy  and  conspicu¬ 
ously  precede  or  follow  such  name.  In  a 
size  reasonably  related  to  the  promi¬ 
nence  of  the  name  of  the  characterizing 
flavor  and  In  any  event  the  size  of  the 
type  is  not  less  than  6-polnt  on  packages 
cmitalnlng  less  than  1  pint,  not  less  than 
8-polnt  on  packages  containing  at  least 
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1  pint  bat  less  than  one-half  gallon,  not 
less  than  10-polnt  on  packages  ccxitaln- 
Ing  at  least  one-half  gallon  bat  less  than 

1  gallon,  and  not  less  than  12-pclnt  on 
packages  containing  1  gallon  or  over; 
Provided,  however.  That  where  the  char¬ 
acterizing  flavor  and  a  trade  mark  or 
brand  are  presented  together,  other 
written,  printed,  or  graphic  matter  that 
Is  a  part  of  or  Is  associated  with  the 
trade  mark  or  brand,  m&y  Intervene  If 
the  required  words  are  In  such  relation¬ 
ship  with  the  trade  mark  or  brand  as  to 
be  clearly  related  to  the  characterizing 
flavor:  And  provided  further.  That  if  the 
finished  product  contains  more  than  one 
flavor  of  Ice  cream  subject  to  the  re¬ 
quirements  of  this  paragraph  (g)(3), 
the  statements  required  by  this  para¬ 
graph  (g)  (3)  need  app>ear  only  once  In 
each  statement  of  characterlzi  'g  flavors 
present  In  such  Ice  cream,  eg.,  “VA- 
NILIA  flav(M*ed.  CHCXI^OLATE  and 
STOAWBKRRY  flavored,  artlflclal  fla¬ 
vors  added". 

(4)  If  the  food  contains  both  a  nat¬ 
ural  characterizing  flavor  and  an  artl¬ 
flclal  flavor  simulating  the  characteriz¬ 
ing  flavor,  any  reference  to  the  natural 
characterizing  flavor  shall,  except  as 
otherwise  authorized  by  this  paragraph 
(g) ,  be  accompanied  by  a  reference  to  the 
artlflclal  flavor,  displayed  with  substan¬ 
tially  equal  prominence,  eg.,  "straw¬ 
berry  and  artlflclal  strawberry  flavor”. 

(5)  An  artlflclal  flavor  simulating  the 
characterizing  flavor  shall  be  deemed  to 
predominate: 

(D  In  the  case  of  vanilla  beans  or 
vanilla  extract  used  In  combination  with 
vanillin  If  the  amoimt  of  vanillin  used 
is  greater  than  1  ounce  per  unit  of  va¬ 
nilla  constituent,  as  that  term  Is  de¬ 
fined  In  S  169.3(c)  of  this  chapter. 

(II)  In  the  case  of  fruit  or  fruit  Juice 
used  In  combination  with  artlflclal  fruit 
flavor,  if  the  quantity  of  the  fruit  or  fruit 
Juice  used  Is  such  that.  In  relation  to  the 
weight  of  the  finish^  Ice  cream,  the 
weight  of  the  fruit  or  fruit  Juice,  as  the 
case  may  be  (including  water  necessary 
to  reconstitute  partially  or  wholly  dried 
fruits  or  fruit  Juices  to  their  original 
moisture  content) .  Is  less  thttn  3  percent 
In  the  case  of  citrus  Ice  cream,  6  percent 
In  the  case  of  berry  or  cherry  ice  cream, 
and  10  percent  In  the  case  of  ice  cream 
prepared  with  other  fruits. 

(III)  In  the  case  of  nut  meats  used  In 
combination  with  artificial  nut  flavor. 
If  the  quantity  of  nut  meats  used  In  siich 
that.  In  relation  to  the  finished  Ice  cream, 
the  weight  of  the  nut  meats  is  less  than 

2  percent 

(hr)  In  the  case  of  two  or  more  fruits 
or  fruit  Juices,  or  nut  meats,  or  both,  used 
In  comblnaticm  with  artlflclal  flavors 
simulating  the  natural  flavors  and  dis¬ 
persed  throughout  the  food.  If  the  quan¬ 
tity  of  any  fruit  or  fruit  Juice  or  nut 
meat  is  less  than  cme-half  the  applicable 
percentage  specified  In  paragraph  (g)  (5) 
(ID  or  (111)  of  this  section.  For  example, 
If  a  combination  ice  cream  contains  less 
than  5  percent  of  bananas  and  less  than 
1  percent  ot  almonds  It  would  be  "Artl- 
fldally  flavored  banana-abnond  Ice 
cream”.  However,  If  It  eontains  more 


than  5  percent  of  bananas  and  more 
than  1  percent  of  almonds  It  would  be 
"Banana-ahncmd  flavored  Ice  cream”. 

(6)  If  two  or  more  flavors  of  Ice  cream 
are  distinctively  combined  in  <Hie  pack¬ 
age.  e.g..  "Neapolitan”  Ice  cream,  the  ap¬ 
plicable  provisions  of  this  paragrai^ 
(g)  shall  govern  each  flavor  of  ice  cream 
comprising  the  ccxnblnatlon. 

§  135.40  Irr  milk. 

Ice  milk  is  the  food  prepared  frcwn  the 
same  ingredients  and  in  the  same  man¬ 
ner  prescribed  In  1 135  JO  for  loe  cream 
and  complies  with  all  the  provisions  of 
S  135.30  (Including  the  requirements  for 
label  statement  of  optional  ingredients) , 
except  that: 

(a)  Its  content  of  milk  fat  is  more 
than  2  percent  but  not  more  than  7 
I>ercent. 

(b)  Its  content  of  total  milk  solids  Is 
not  less  than  11  percent. 

(c)  Caseinates  may  be  added  whto 
the  content  of  total  milk  solids  Is  not  less 
than  11  percent. 

(d)  The  provlslcm  for  reduction  In 
milk  fat  and  total  milk  solids  from  the 
addition  of  bidky  ingredients  in  i  135.30 
(a)  does  not  apply. 

(e)  The  quantity  of  food  solids  per 
gallon  is  not  less  than  1.3  poimds;  except 
that  when  the  optional  Ingredient  micro¬ 
crystalline  cellulose  specified  in  i  13SJ0 

(f )  (6)  is  used  the  quantity  of  food  solids 
per  gallon  is  not  less  than  1.3  poimds, 
exclusive  of  the  weight  of  the  microcrys¬ 
talline  cellulose. 

(f)  When  any  artificial  coloring  is 
used  in  ice  milk,  director  or  as  a  com¬ 
ponent  of  any  other  ingredient,  the  label 
shall  bear  the  statement  "artificial^' 
colored”,  "artlflclal  coloiing  added”, 
"with  added  artificial  color”,  or 

" _ _  an  artiflctal  color  added”, 

th<»  hifl.nir  being  filled  In  with  the  c<xn- 
mon  or  usual  name  of  the  artlflclal 
color;  or  in  lieu  thereof.  In  case  the  artl¬ 
flclal  odor  Is  a  component  of  an¬ 
other  Ingredient.  " _ artificially 

colored”. 

(g)  ITie  name  of  the  food  Is  "Ice  milk”. 

(h)  If  both  artlflclal  color  and  arti¬ 
ficial  flavoring  are  used,  the  label  state¬ 
ments  may  be  combined. 

8135.50'  MelUrine. 

(a)  Description.  (1)  Mellorlne  Is  a 
food  produced  by  freezhig,  while  sttrrlng, 
a  pasteurized  mix  consisting  of  safe  and 
suitable  Ingredients  Including,  but  not 
limited  to.  mllk-derlved  nonfat  solids 
and  animal  or  vegetable  fat,  or  both,  only 
part  of  which  may  be  mtlkfat.  MeDorlne 
Is  sweetened  with  nutritive  cartxdiydrate 
sweetener  and  Is  characterized  by  the 
addition  of  flavoring  Ingredients. 

(2)  Mellorlne  contains  not  less  than 
1.6  pounds  of  total  solids  to  the  gallon, 
and  weighs  not  less  than  4.5  ix>unds  to 
the  gallon.  Mellorlne  emitalns  not  less 
than  6  percent  fat  and  2.7  percent  pro¬ 
tein  by  weight  of  the  food,  exclusive  of 
the  weight  of  any  bulky  flavoring  Ingre¬ 
dients  used.  In  no  case  shall  the  fat 
content  of  the  finished  food  be  less  than 
4.8  percent  or  the  protein  content  be 
less  than  2.2  percent.  The  protein  to 


meet  the  minimum  protein  requirements 
shall  be  provided  by  milk  solids  not  fat 
nnd/OT  other  mllk-derlved  ingredients, 
and  shall  have  a  protein  efOciency  ratio 
(PER)  not  less  than  that  of  whole  milk 
protein  (120  percent  of  casein  as  deter¬ 
mined  by  the  method  prescribed  in  para¬ 
graph  (d)  (3)  of  this  section) . 

(3)  When  csdculating  the  minimum 
amount  of  milkfat  and  protein  required 
In  the  finished  food,  the  solids  of  choco¬ 
late  or  cocoa  used  shall  be  considered  a 
bulky  flavoring  Ingredient.  In  order  to 
make  allowance  for  additional  sweeten¬ 
ing  Ingredients  needed  when  certain 
bulky  Ingredients  are  used,  the  weight 
of  chocolate  or  cocoa  solids  used  may  be 
multiplied  by  2.5;  the  weight  of  fruit 
or  nuts  used  may  be  multiplied  by  1.4; 
and  the  weight  of  partial^  or  wholly 
dried  fruits  or  fruit  Juices  may  be  multi¬ 
plied  by  appropriate  factors  to  obtain 
the  orlgtoal  weights  before  drying  and 
this  weight  may  be  multiplied  by  1.4. 

(b)  Fortiflcation.  Vitamin  A  Is  present 
In  a  quantity  which  will  ensure  that  40 
International  units  (lU)  are  avaflable 
for  each  gram  of  fat  In  mellorlne.  wlthtai 
limits  of  good  manufacturing  practice. 

(c)  Definitions.  For  the  purposes  of 
this  section  a  pasteurized  mix  Is  one 
every  particle  of  which  has  been  heated 
In  properly  operated  equipment  to  (me  of 
the  temperatures  speclfM  In  the  table 
of  this  paragraph  and  held  continuously 
at  or  above  that  temperature  for  the 
specified  time  (or  other  time/tempera¬ 
ture  relationship  which  has  been  dem¬ 
onstrated  to  be  equivalent  thereto  In 
microbial  destruction) : 

Temperature:  Time 

185*  P _  30  minutes 

175*  P _ _ _ 25  seconds 

(d)  Methods  of  anaigsis.  Fat  and  pro¬ 
tein  c<mtent,  and  ttie  PER  shall  be  de¬ 
termined  by  the  methods  contained  In 
the  ‘‘OfBclal  Methods  of  Analysis  of  the 
Association  of  OflBclal  Analytical  Chem¬ 
ists.”  11th  ed..  1970.* 

(1)  Fat  content  shall  be  determined 
by  the  meth(xi;  "Fat,  Roese-Gottlleb 
Method — Official  Final  Action,”  section 
16.228. 

(2)  Protein  ctmtent  shall  be  deter¬ 
mined  by  one  of  the  foUowing  methods: 
"Nitrogen — Official  Pinal  Actkm,”  KJel- 
dahl  Method,  section  16.226.  (Mr  Dye 
Binding  Meth(xl.  section  16.227. 

(3)  PER  shall  be  determined  by  the 
metlMxl:  "Biological  Evaluation  of  Pro¬ 
tein  Quality — Official  Pinal  Action”  sec¬ 
tions  39.166-J9.170. 

(e)  Nomeneltiture.  Ihe  name  of  the 
food  is  "meDorlne”.  The  name  oi  the 
food  on  the  label  shall  be  accompanied 
by  a  declaration  indicating  the  imeeence 
of  characterizing  flavoring  in  the  same 
manner  as  is  spedfled  in  i  135.30(g) . 

(f)  Label  declaration.  The  common  or 
usual  name  of  eadi  oi  the  Ingredients 
used  Shan  be  declared  on  the  label  as  re¬ 
quired  by  the  api^lcable  sections  of  Part 
101  of  this  chapter,  except  that  sources  of 
milkfat  or  milk  sdids  not  fat  may  be 
declared.  In  descending  order  of  pre<lom- 
Inance.  either  by  the  use  of  an  the  terxns 
"water,  milkfat,  and  nonfat  milk  s(dld8”. 
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or  alternatively  as  permitted  in  S  101.4  of 
this  chi4>ter. 

Note;  |  136.60  (formerly  i  20.S)  was  stayed 
In  Its  entirety  at  40  FB  69726,  Dec.  80,  1076. 

§  135.65  Nonfruit  sberbets. 

(a)  Nonfruit  sherbets  are  the  foods 
each  of  which  is  prepared  by  freezing, 
while  stirring,  a  mix  composed  of  one 
or  more  of  the  optional  characterizing 
ingredients  specified  in  paragraph  (b)  of 
this  section  and  one  or  more  of  the  <9- 
tional  dairy  ingredients  specified  in  para¬ 
graph  (c)  of  this  section,  sweetened  with 
one  or  more  of  the  opticmal  sw'eetening 
ingredients  specified  in  paragraph  (d)  of 
this  section.  One  or  more  of  the  optional 
ingredients  specified  in  paragraiA  (e)  of 
this  section  may  be  used,  subject  to  the 
conditions  hereinafter  sc»t  fortii.  Hie  mix 
of  combined  dairy  ingredients,  with  or 
without  other  ingredients,  is  pasteurized. 
The  mix,  with  or  without  added  water, 
may  be  seastmed  with  salt  and  may  be 
homog^ilzed.  Hie  <g>tional  dairy  in^- 
dlents  used  and  the  c<»itent  of  milk  fat 
and  nonfat  milk  solids  therein  are  su(^ 
that  the  weight  of  milk  fat  is  not  less 
than  1  percent  and  not  more  than  2  per¬ 
cent  and  the  weight  of  total  milk  sc^ds 
is  not  less  than  2  percent  and  not  more 
than  S  percent  of  the  weight  of  the  fin¬ 
ished  nonfruit  sheibets.  Hie  (H>tlonal 
caseinates  siiecified  tn  paragrai^  (e)  (7) 
of  this  section  are  not  deoned  to  be  milk 
solids.  Hie  finished  nonfruit  sherbet 
weighs  not  less  than  6  poimds  to  the  gal¬ 
lon;  except  that  when  the  optional  in¬ 
gredient  microcrystalline  c^idose  speci¬ 
fied  in  paragrai^  (e)  (9)  of  this  section 
is  used,  the  finished  ncmfruit  sherbet 
weighs  not  less  than  6  pounds  to  the  gal¬ 
lon,  exclusive  of  the  weight  of  the  micro- 
crystalline  cellulose. 

(b)  The  (^tKmal  characterizing  in¬ 
gredients  referred  to.  in  paragrai^  (a) 
of  this  section  are: 

(1)  Ground  spice  or  Infusion  of  coffee 
or  tea. 

(2)  Chocolate  or  cocoa,  including 
sirup. 

(3)  Confectionery. 

(4)  Distilled  alccdiolic  beverage,  includ¬ 
ing  liqueurs  or  wine,  in  an  amount  not 
to  exceed  that  required  for  fiavorlng  the 
sherbet. 

(5)  Any  natural  or  artificial  food 
flavoring  (except  any  having  a  character¬ 
istic  fruit  or  fruitlike  flavor). 

(c)  The  optional  didry  ingredients 
referred  to  in  paragnq>h  (a)  of  this  sec- 
tl(m  are;  Cream,  dried  cream,  plastic 
cream  (s<»netlmes  known  as  c<m- 
centrated  milk  fat),  butter,  butter  oil, 
milk,  cmicentrated  mnk,  evaporated 
milk,  superheated  condensed  milk, 
sweetened  condensed  milk,  dried  milk, 
wkinri  milk,  concmtrated  skim  milk.  eviq>- 
orated  skim  milk,  condensed  skim  milk, 
superheated  condensed  skim  milk, 
sweetened  condensed  skim  milk,  sweet- 
oied  condensed  part-skim  milk,  n(xifat 
dry  "'ilk,  sweet  cream  buttermilk,  con¬ 
densed  sweet  cream  buttermilk,  dried 
sweet  cream  buttennilk,  skim  milk  that 
has  been  concentrated  and  frcxn  which 
part  the  lactose  has  been  removed  by 
crystallization,  (xmcentrated  cheese 


whey,  and  dried  cheese  wh^.  Water  may 
be  added  or  water  may  be  evi^iorated 
from  the  mix.  The  sweet  cream  buttw- 
mllk  and  the  concentrated  sweet  cream 
buttermilk  or  dried  sweet  cream  butter¬ 
milk,  whoi  adjusted  with  water  to  a  total 
solids  content  of  8.5  percrat,  has  a  titrat- 
able  adldity  of  not  more  than  0.17  percent 
calculated  as  lactic  acid.  Hie  term  “milk” 
as  used  in  this  secticm  means  cow’s  milk. 
Dried  cheese  whey  is  uniformly  light  in 
color,  free  from  brown  and  black 
scorched  particles,  and  has  an  alkalinity 
of  ash  not  more  than  225  milliliters  O.IN 
HCl  per  100  grams,  a  bacterial  coimt 
of  not  more  than  50,000  per  gram,  and, 
as  adjusted  with  water  to  a  total  solids 
content  of  6.5  percent,  a  tltratable  acid¬ 
ity  of  not  more  than  0.16  percent  cal¬ 
culated  as  lactic  acid.  Ccmcoitrated 
cheese  whey  has  an  alkalinity  of  ash  not 
more  than  115  milliliters  of  O.IN  HCl  per 
100  grams,  a  bacterial  count  of  not  more 
than  50,000  per  gram,  and,  as  adjusted 
with  water  to  a  total  solids  content  of  6.5 
percent,  a  tltratable  acidity  (rf  not  more 
than  0.18  percent  calculated  as  lactie 
acid. 

(d)  The  (H>tional  sweetening  ingredi¬ 
ents  referred  to  in  paragraidi  (a)  of  this 
section  are:  Sugar  (sucrose),  dextrose. 
Invert  sugar  (paste  or  sirup),  iducose 
sirup,  dried  glucose,  sirup,  com  sirup, 
dried  com  sirup,  malt  sirup,  malt  extract, 
dried  malt  sirup,  dried  malt  extract, 
maltose  sirup,  dried  maltose  sirup. 

(e)  Other  opticmal  Ingredients  re¬ 
ferred  to  in  paragraph  (a)  of  this  section 
are: 

(1)  Liquid  eggs,  frozen  eggs,  dried 
eggs,  egg  yolks,  frozen  yolks,  dried  yolks; 
but  the  weight  of  egg  yolk  solids  there¬ 
in  is  less  than  0.5  percmt  of  the  weiedit 
of  the  finished  nonfruit  sherbet. 

(2)  Agar-agar,  algin  (sodium  algi¬ 
nate)  ,  calcium  sulfate,  egg  white,  gelatin, 
gum  acacia,  guar  seed  gum,  gtun  karaya, 
locust  bean  gum,  oat  gum,  gum  trag- 
acanth,  hydnnypropyl  methjdcellulose, 
carrageenan,  salts  of  carrageenan,  fur- 
celleran.  salts  of  furcelleran,  lecithin, 
pectin,  psyllium  seed  husk,  sodium  car- 
boxymethylcellulose.  Hie  total  weight  of 
the  solids  of  any  such  ingredient  used 
singly  (»'  ot  aziy  combination  of  two  or 
more  such  Ingredimts  used  is  not  more 
than  0.5  percmt  oi  the  wbight  of  the 
finished,  nonfruit  sherbet.  Such  in¬ 
gredients  may  be  added  'in  admixture 
with  dextrin,  propylene  glycol,  or 
glycerin. 

(3)  Mcmoglycerides  or  diglycerides  or 
both  of  fat-forming  fatty  acids.  Hie 
total  weight  of  such  Ingrkllents  is  not 
more  than  0.2  percent  of  the  weight  of  the 
finished  nonfruit  sherbet.  If  the  prepara¬ 
tion  used  is  one  having  a  hledi  propor¬ 
tion  ot  monoglycerides  (over  00  percent) , 
it  may  be  preblended  with  edible  fat.  but 
the  amount  of  such  fat  does  not  exceed 
20  percent  by  weight  of  the  blend  and  the 
total  amount  of  the  blmd  used  does  not 
exceed  0.2  percent  of  the  weight  of  the 
finished  ncmfrult  sherbet. 

(4)  Polysoibate  65,  polysorbate  80.  or 
both,  (complying  with  the  provlslans  of 
II  172.838  and  172.840  of  this  chapter 
including  the  limit  on  either  used  sepa¬ 


rately  or  both  used  in  combinatl(m  (rf  not 
more  than  0.1  percent  by  weight  of  the 
finished  frozen  dessert) . 

(5)  Propylene  glycfd  alginate  (com¬ 

plying  with  the  provisions  of  1  172.858 
of  this  chapter  Including  the  limit  of  not 
more  than  0.5  percent  by  weight  of  the 
finished  frozen  dessert) .  * 

(6)  Citric  acid,  tartaric  acid,  malic 
acid,  lactic  acid,  ascorbic  acid,  phos¬ 
phoric  acid,  or  any  combination  of  two 
or  more  of  these  in  such  quantity  as 
seasons  the  finished  food. 

(7)  Casein  prepared  by  precipltatl(m 
with  gums,  ammonium  caseinate,  calcium 
caseinate,  potassium  caseinate,  sodium 
caseinate. 

(8)  Coloring.  Including  artificial 
coloring. 

(8)  Microcrystalline  cellulose,  in  a 
quantity  not  to  exceed  0.5  percent  of  the 
welidit  of  the  finished  n(mfruit  sherbet. 

(10)  When  one  or  more  of  the  optional 
thickening  ingredioits  in  paragraph  (e) 
(3)  or  (5)  of  this  section  are  used, 
dloctyl  sodium  sulfosuccinate  complying 
with  the  requirements  of  1 172.810  of  this 
chsq>ter  may  be  used  in  a  quantity  not  in 
excess  of  0.5  percent  by  weight  of  such 
Ingredients. 

(f)  Except  as  provided  for  in  para¬ 
graph  (g)  of  this  sectltm,  the  name  of 

each  such  nonfruit  sherbet  is  " _ 

_ sherbet’',  the  blank  being  filled  in 

with  the  common  or  usual  name  or  names 
of  the  characterizing  flavor  or  flavors;  for 
example,  “peppermint". 

(g)  If  the  characterizing  flavor  used 
is  vanilla,  the  name  of  the  fo6d  is 

“ - sherbet”,  the  Mank  being 

filled  in  as  specified  by  1  135.30(g)  (2) 
and  (5)(1). 

(h)  When  the  opticmal  Ingredients 
artificial  flavoring,  artificial  coloring,  or 
mlcrocrystalUne  cellulose  are  used  in 
nonfruit  sherbet,  they  shall  be  named 
on  the  label  as  follows: 

(1)  If  the  flavoring  ingredient  or  in¬ 
gredients  consists  exclusively  of  artificial 
flavoring,  the  label  designation  shall  be 
“artiflcially  flavored”. 

(2)  If  the  flavoring,  ingredients  are  a 
combination  of  natural  and  artiflcial 
flavors,  the  label  designation  shall  be 
“artiflcial  and  natural  flavoring  added”. 

(3)  The  label  shall  designate  artiflcial 

coloring  the  statement  “artiflcially 

colored”,  “artiflcial  coloring  added", 
“with  added  artiflcial  coloring”,  or 

“ _ _  an  artiflcial  color  added", 

the  blank  being  fllled  in  with  the  name 
of  the  artiflcial  coloring  iised. 

(4)  Whm  the  optional  ingredient  ml- 
crocrystalline  cellulose  is  used,  the  label 
shall  bear  the  statement  “mlcrocrystal- 
line  cellulose  added”  or  “with  added 
mlcrocrsrstalllne  cellulose". 

(1)  Wherever  there  appears  on  the 
label  any  representaticm  as  to  the  char¬ 
acterizing  flavor  or  flavors  of  the  food 
and  such  flavor  or  flavors  consist  in 
whole  or  in  part  of  artiflcial  flavoring, 
the  statement  required  by  paragraph  (h) 
(1)  or  (2)  of  this  section,  as  appropriate, 
shall  Immedlatdy  and  eonsificuousty  pre¬ 
cede  or  follow  such  rqiresentaticm,  with¬ 
out  intervening  written,  printed,  or 
graphic  matter  (except  that  the  word 
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"sherbet”  may  Intervene)  In  a  size  rea- 
8(Hiably  related  to  the  prominence  of  the 
name  of  the  characterizing  flavor  and  In 
axiy  event  the  size  of  the  tsrpe  Is  not  less 
than  6-polnt  on  packages  containing  less 
than  1  pint,  not  less  than  8-point  on 
packages  containing  at  least  1  pint  but 
less  than  one-hsdf  gallon,  not  less  than 
10-point  on  packages  containing  at  least 
one-half  gallon  but  less  than  1  gallon, 
and  not  less  than  12-polnt  on  packages 
ciHitalning  1  gallon  or  over. 

(J)  Except  as  specified  in  paragraph 

(1)  of  this  sectlcm,  the  statements  re¬ 
quired  by  paragraph  (h)  of  this  section 
shall  be  set  forth  on  the  principal  display 
panel  or  panels  of  the  label  with  such 
prominence  and  conspicuousness  as  to 
render  them  likely  to  be  read  and  under¬ 
stood  by  the  ordinary  Individual  under 
customary  conditions  of  purchase  and 
use. 

S  135.70  Nonfrait  water  ires. 

(a)  Nonfruit  water  Ices  are  the  foods 
each  of  which  Is  prepared  by  freezing, 
while  stirring,  a  mix  composed  of  one  or 
more  of  the  optional  characterizing  in¬ 
gredients  specified  in  paragraph  (b)  of 
this  section,  sweetened  with  one  or  more 
of  the  optlonsd  sweetening  Ingredients 
specified  in  paragraph  (c)  of  this  sec¬ 
tion.  One  or  more  of  the  optional  in¬ 
gredients  m>eclfied  in  paragraph  (d)  of 
this  section  may  be  used,  subject  to  the 
conditions  hereinafter  set  forth.  The 
mix.  with  or  without  added  water,  may 
be  seasoned  with  salt  and  may  be  homog¬ 
enized.  The  finished  nonfruit  water  ice 
weighs  not  less  than  6  pounds  to  the 
gallon. 

(b)  The  (Hitional  characterizing  in¬ 
gredients  referred  to  In  paragraph  (a)  of 
this  section  are: 

(1)  Oround  ^Ice  or  Infuslcm  of  coffee 
or  tea. 

(2)  Chocolate  or  cocoa,  including 
sirup.  ^ 

(3)  Confectionery. 

(4)  Distilled  alc^ollc  beverage.  In¬ 
cluding  liqueurs  or  wine,  in  an  amount 
not  to  exceed  that  required  for  flavoring 
the  water  ice. 

(5)  Any  natural  or  artiflQial  food  fla¬ 
voring  (except  any  having  a  character¬ 
istic  fruit  or  frult-llke  flavor) . 

(c)  The  optional  sweetening  ingredi¬ 
ents  referred  to  in  paragraph  (a)  of  this 
section  are:  Sugar  (sucrose),  dextrose. 
Invert  sugar  (paste  or  sirup),  glucose 
sirup,  dried  glucose  Alrup,  com  sirup, 
dried  com  sirup,  malt  sirup,  malt  ex¬ 
tract,  dried  malt  sirup,  dried  malt  ex¬ 
tract,  maltose  simp,  dried  maltose  sirup. 

(d)  Other  optional  ingredients  re¬ 
ferred  to  In  paragraph  (a)  (rf  this  sec¬ 
tion  are: 

(1)  (i)  Agar-agar,  algin  (sodium  al¬ 
ginate),  egg  white,  gelatin,  gum  acacia, 
guar  seed  gum,  gum  karaya,  locust  bean 
gxun,  oat  gum.  gum  tragacanth,  hydrox- 
ypropyl  met^cellulose,  carrageenan, 
salts  of  carrageenan,  furcelleran,  salts  of 
furcelleran,  propylene  glycol  alginate, 
pectin,  psyllium  seed  husk,  sodium  car- 
boxymethyle^hilose.  The  total  weight  of 
the  solids  of  any  such  ingredient  used 
singly,  or  of  any  confiilnation  of  two  or 
more  such  Ingr^ents  used,  is  not  more 


than  OJS  percent  of  the  weight  of  the  fin¬ 
ished  nonfrult  water  ice.  Such  ingre¬ 
dients  may  be  added  in  admixture  with 
dextrin,  propylene  glycol,  or  glycerin. 

(11)  Vivien  one  or  more  of  the  optional 
thickening  ingredients  in  paragrs^  (d) 
(1)(1)  of  this  section  are  used,  dloctyl 
sodium  sulfosuccinate  complying  with 
the  requirements  of  i  172.810  of  this 
chapter  may  be  used  in  a  quantity  not 
In  excess  of  0.5  percent  by  w^ht  of  such 
Ingredients. 

(2)  Citric  add,  tartaric  acid,  malic 
acid,  lactic  acid,  ascorbic  acid,  phos¬ 
phoric  acid,  or  any  combination  of  two 
or  more  of  these  in  such  quantity  as  sea¬ 
sons  the  finished  food. 

(3)  Coloring,  Including  artificial  col¬ 
oring. 

(e)  Except  as  provided  for  in  para¬ 
graph  (f)  of  this  section,  the  name  of 

each  such  nonfrult  water  Ice  is  ” _ 

_ ice”,  the  blank  being  filled  In  with 

the  common  or  usual  name  or  names  of 
the  characterizing  flavor  or  flavors;  for 
example,  “peppermint". 

(f )  If  the  characterizing  flavor  used  is 

vanilla,  the  name  of  the  food  is  ** _ 

_ ice”,  the  blank  being  filled  in  as 

specified  by  i  135.30(g)  (2)  and  (5)  (1). 

(g)  When  the  optional  ingredients 
artificial  flavoring  or  artificial  coloring 
are  used  in  nonfrult  water  ice,  they  shall 
be  named  on  the  label  as  follows: 

(1)  If  the  flavoring  ingredient  or  in¬ 
gredients  consist  exclusively  of  artificial 
flavoring,  the  label  designation  shall  be 
"artificially  flavored”. 

(2)  If  the  flavoring  Ingredients  used 
are  a  combination  of  natural  and  arti¬ 
ficial  flavors,  the  label  designation  kHsJI 
be  "artificial  and  natural  flavoring 
added”. 

(3)  The  label  shall  designate  arti¬ 
ficial  coloring  by  the  statement  "arti¬ 
ficially  colored”,  "artificial  coloring 
added”,  "with  added  artificial  coloring”. 

or  " _ _  an  artificial  color 

added”,  the  blank  being  filled  in  with  the 
name  of  the  artificial  coloring  used. 

(h)  Wherever  there  appears  on  the 
label  any  representation  as  to  the  char¬ 
acterizing  flavor  or  flavors  of  the  food 
and  such  flavor  or  flavors  consist  in 
whole  or  in  part  of  artificial  flavoring, 
the  statement  required  by  paragraph 

(g)  (1)  or  (2)  of  this  section,  as  iq>pro- 
priate,  shall  Immediately  and  conspicu¬ 
ously  precede  or  follow  such  representa¬ 
tion,  without  intervening  written, 
printed,  or  graphic  matter  (except  that 
the  woifl  "Ice”  may  intervene)  in  a  size 
reasonably  related  to  the  prominence  of 
the  name  of  the  characterizing  flavor 
and  in  any  event  the  size  of  the  type  is 
not  less  than  6-polnt  on  packages  con¬ 
taining  less  than  1  pint,  not  less  than 
8-polnt  on  packages  containing  at  least 
1  pint  but  less  than  one-half  gallon,  not 
less  than  10-point  on  packages  ccmtaln- 
Ing  at  least  one-half  gallon  but  less  than 
1  gallon,  and  not  less  than  12-polnt  on 
packages  containing  1  gallon  or  over. 

(1)  Except  as  specified  In  paragraph 

(h)  of  this  section,  the  statements  re¬ 
quired  by  paragraph  (g)  of  this  section 
Shan  be  set  forth  on  the  principal  display 
panel  or  panels  or  the  label  with  such 


prominence  and  conspicuousness  as  to 
render  them  likely  to  be  resui  and  under¬ 
stood  by  the  ordinary  individual  under 
customary  conditions  of  purchase  and 
use. 

§  135.90  Water  ices. 

(a)  Water  Ices  are  the  foods  each  of 
which  is  prepared  by  freezing,  while  stir¬ 
ring.  a  mix  compost  of  one  or  more  of 
the  optional  characterizing  fruit  ingredi¬ 
ents  specified  in  paragraph  (b)  of  this 
section,  sweetened  with  one  or  more  of 
the  optional  sweetening  ingredients 
specified  In  paragraph  (c)  of  this  sec¬ 
tion.  One  or  more  of  the  optional  in¬ 
gredients  specified  in  paragraph  (d)  of 
this  section  may  be  used,  subject  to  the 
conditions  hereinafter  set  forth.  The 
titratable  acidity  of  the  finished  water 
ice.  calculated  as  lactic  acid,  is  not  less 
than  0.35  percent.  The  mix.  with  <or 
without  added  water,  may  be  seasoned 
with  ssdt.  and  may  be  homogenized.  The 
finished  water  ice  welidis  not  less  than 
6  pounds  to  the  gallon. 

(b)  The  (Hitional  fruit  ingredients  re¬ 
ferred  to  in  paragnq>h  (a)  ot  this  sec¬ 
tion  are  any  mature  fruit  or  the  Juice  of 
any  mature  fruit.  The  fruit  or  fruit  Juice 
used  may  be  fresh,  frozen,  .canned,  con¬ 
centrated.  or  partially  or  wholly  dried. 
The  fruit  may  be  thickened  with  pectin 
or  other  of  the  optional  ingre^ents 
named  in  paragraph  (d)  (1)  of  this  sec¬ 
tion  subject  to  the  restriction  on  the  total 
quantity  of  such  substances  In  water  ices 
prescribed  in  that  paragraph.  The  fruit 
Is  prepared  by  the  removal  of  pits,  seeds, 
skins,  and  cores  where  such  removal  is 
usual  in  preparing  that  kind  of  fruit  for 
consumption  as  fresh  fruit.  The  fruit 
may  be  screened,  crushed,  or  otherwise 
comminuted.  It  may  be  acidulated  with 
citric  acid,  ascorbic  acid,  or  phosphoric 
acid.  In  the  case  of  fruit  or  fruit 
Juices  from  which  part  of  the  water 
Is  removed,  substances  contributing 
flavor  volatilized  during  water  removal 
may  be  condensed  and  reincorporated 
in  the  concentrated  fruit  or  fruit  Juice. 
In  the  case  of  citrus  fruits,  the  whole 
fruit,  including  the  peel  but  excluding 
the  seeds,  may  be  used,  and  in  the 
case  of  citrus  J\ilce  or  concentrated 
citrus  Juices,  cold-pressed  citrus  oil  may 
be  added  thereto  in  an  amount  not  ex¬ 
ceeding  that  which  would  have  been  ob¬ 
tained  if  the  whole  fruit  had  been  used. 
The  quantity  of  fruit  ingredients  used 
is  such  that  in  relation  to  the  weight  of 
the  finished  water  ice.  the  weight  of  fniit 
or  fruit  Juice  as  the  case  may  be  (in¬ 
cluding  water  necessary  to  reconstitute 
partially  or  wholly  drl^  fruits  or  fruit 
Juices  to  their  original  moisture  content) 
is  not  less  than  2  percent  in  the  case  of 
citrus  ices,  6  percent  in  the  case  of  berry 
ices,  and  10  percent  in  the  case  of  ices 
prepared  with  other  fruits. 

(c)  The  optional  sweetening  ingredi¬ 
ents  referred  to  in  paragr{q>h  (a)  of  this 
section  are:  Sugar  (sucrose) ,  dextrose, 
invert  sugar  (paste  or  strup),  glucose 
sirup,  dried  glucose  sirup,  com  sirup, 
dried  com  sirup,  malt  sirup,  malt  ex¬ 
tract,  dried  malt  sirup,  dried  malt  ex¬ 
tract.  maltose  sirup,  dried  maltose  sirup. 
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(d)  Other  optional  Ingredlenta  re¬ 
ferred  to  In  paragn^h  (a)  ot  this  section 
are: 

(1) (1)  Agar-agar,  algin,  (sodium  algi¬ 
nate),  egg  white,  gelatin,  gum  acacia, 
guar  seed  gum.  gum  karaya,  locust  bean 
gum,  oat  gum.  gum  tragacanth,  hy- 
droxypropyl  methylc^ulose,  carragee¬ 
nan,  salts  of  carrageenan,  furcelleran, 
salts  of  fiircelleran.  propylene  glycol 
sJginate,  pectin,  psyUliun  seed  husk, 
sodium  carfooxymethylcellulose.  The 
total  weight  of  the  solids  erf  any  such 
ingredient  used  singly,  or  of  any  com¬ 
bination  of  two  or  more  such  ingredients 
used  (including  any  such  ingredient 
added  separately  to  the  fruit  ingredient) . 
is  not  more  than  0.5  percent  of  the 
weight  of  the  finished  water  ice.  Such 
ingredients  may  be  added  in  admix¬ 
ture  with  dextrin,  propylene  glycol,  or 
glycerin. 

(ii)  When  one  or  more  of  the  optional 
thickening  ingredients  in  paragn^rfi  (d) 

(l)(i)  of  this  section  are  used,  dioctyl 
sodium  sulfosuccinate  cmnplylng  with 
the  requirements  of  §  172.810  of  this 
chapter  may  be  used  in  a  quantity  not 
in  excess  of  0.5  percent  by  weight  of  such 
ingredients. 

(2)  Citric  acid,  tartaric  acid,  malic 
acid,  lactic  acid,  ascorbic  acid,  irfios- 
phoric  acid,  or  any  combinatimi  (rf  two 
or  more  of  these  in  such  quantity  as 
seasons  the  finished  food. 

(3)  Any  natural  flavoring. 

(4)  Any  artifleial  flavoring. 

(5)  Coloring,  including  artificial  col¬ 
oring. 

(e>  The  name  of  each  such  water  ice 

Is  “ _ ice”,  the  blank  being 

filled  in  with  the  conunon  name  erf  the 
fruit  or  fruits  frmn  which  the  fruit  in¬ 
gredient  used  is  obtained.  When  the 
names  of  two  or  more  fruits  are  included, 
such  names  shall  appear  in  the  order  of 
predominance,  if  any,  by  weight  of  the 
respective  fruit  ingredients  used. 

(f)  When  the  optional  ingredients  ar¬ 
tificial  coloring  and  artificial  flavoring 
are  used  in  water  ices  they  shall  be 
named  on  the  labels  as  follows: 

(1)  The  label  shall  designate  arti¬ 
ficial  coloring  by  the  statement  “arti¬ 
ficially  colored”,  “artifleial  coloring 
added”,  “with  added  artifleial  coloring”, 

or  “ _ - _ ,  an  artifleial  color  added”. 

the  blank  being  fllled  in  with  the  name 
of  the  artificial  coloring  used. 

(2)  The  labd  shall  designate  artifleial 
flavoring  by  the  statement  “artlflclally 
flavored”,  “artifleial  flavoring  added". 
.Twith  added  artifleial  flav(Hrlng”,  or 

“ _ _  an  artifleial  flavor  added”, 

the  blank  being  fllled  in  with  the  name 
of  the  the  artificial  flavoring  used. 

Label  statemoits  may  be  combined,  as 
for  example,  “flavoring  and  artifleial  coi¬ 
ning  added”. 

(g)  Where  one  or  more  of  the  (^tional 
ingredients  artificial  coloring  or  artifl- 
cial  flavoring  are  used  and  there  appears 
on  the  lab^lng  any  representation  as  to 
the  fruit  or  fruits  In  the  ice,  such  reix«- 
eentatlon  shall  be  Immediately  and  cmi- 
aplcuously  accompanied  by  appropriate 
labti  etatMnenti  as  presciibed  In  para¬ 


graph  (f)  of  this  section,  showing  the 
optional  ingredients  used. 

(h)  Wherever  the  name  of  the  food 
appears  on  the  label  so  conspicuously  as 
to  be  easily  seen  imder  customary  condi¬ 
tions  of  purchase,  the  statements  set  out 
in  this  section  showing  the  (K>tional  in¬ 
gredients  used  shall  Immediately  and 
conspicuously  precede  or  follow  such 
name,  without  Intervening  written, 
printed,  or  graphic  matter. 


PART  136 — BAKERY  PRODUCTS 

Subpart  A — Genaral  Provisions 

Sec. 

136.3  Definitions. 

Subpart  B — Requiremants  for  Spocific 
Standardized  Bakary  Products 

136.110  Bread,  rolls,  and  buns. 

136.116  Enriched  bread,  rolls,  and  bun.s. 
136.130  Milk  bread,  rolls,  and  buns. 

136.160  Raisin  bread,  rcdls,  and  buns. 
136.165  Enriched  raisin  bread,  rolls,  and 
buns. 

136.180  Whole  wheat  bread,  rolls,  and  buns. 

Autboritt:  Secs.  401,  701(e),  62  Stat.  1046 
as  amended,  70  Stat.  919  as  amended  (21 
U  S.C.  341,  371(e)). 

Subpart  A — General  Provisions 
§  136.3  Definitions. 

For  purposes  of  this  part,  the  follow¬ 
ing  definitions  apirfy: 

(a)  The  word  “brecui”  when  used  in 
the  name  of  the  food  means  the  unit 
weighs  one-half  pound  or  more  after 
cooling. 

(b)  The  words  “rolls”  and  “buns”  when 
used  in  the  name  of  the  food  mean  the 
unit  wdghs  less  than  one-half  pound 
after  cooling. 

Subpart  B — Requirements  for  Specific 
Standardized  Bakery  Products 

§  136.110  Bread,  rolls,  and  buns. 

(a)  Bread,  white  bread,  and  rolls, 
white  rolls,  or  buns,  and  white  buns  are 
the  foods  produced  by  baking  mixed 
yeast-leavened  dough  prepared  from  one 
or  more  of  the  farinaceous  ingredients 
listed  in  paragraph  (c)(1)  of  this  sec¬ 
tion  and  one  or  more  of  the  moistening 
ingreeflents  listed  in  paragn^rfi  (c)  (2), 

(6) ,  (7) ,  and  (8)  of  this  section  and  one 
or  more  of  the  leavening  agents  provided 
for  by  paragraph  (c)  (3)  of  this  section. 
The  food  may  contain  additional  ingre¬ 
dients  as  provided  lor  by  paragnmh  (c) 
of  this  section.  Each  of  the  finished  foods 
contains  not  less  than  62  percent  total 
solids  as  determined  by  the  method  pre¬ 
scribed  in  paragrairfi  (d)  of  this  section. 

(b)  All  ingredients  from  whkdi  the 
food  is  fabricated  shall  be  safe  and  suit* 
alrfe. 

(c)  The  following  optional  Ingredi¬ 
ents  are  provided  for: 

(1)  Flour,  bromated  flour,  phosphated 
flour,  or  a  combination  of  two  <»*  more 
<rf  these.  The  potassiiun  bromate  In  any 
bromated  flour  used  and  the  monocal- 
clum  pho^rfiate  in  any  phosphated  flour 
used  are  deemed  to  be  additional  optional 
ingredients  in  the  bread,  rolls,  or  bans. 
All  Ingredlrats  in  any  flour,  bromated 
floxu*.  or  irfiosphated  flour  used  are 


deemed  to  be  optional  ingredients  of  the 
bread,  ndls,  or  buns  prepared  therefrom. 

(2)  Water. 

(3)  Yeast — any  type  which  mpduces 
the  necessary  leavening  effect. 

(4)  Salt. 

(5)  Shortening,  in  which  or  in  con¬ 
junction  with  which  may  be  used  one  or 
any  combination  of  two  or  more  of  the 
f(rflowing: 

(I)  Lecithin,  hydroxylated  lecithin 
complying  with  the  provisions  of  Part 
172  of  this  chapter,  either  of  which  may 
include  related  phosphatides  derived 
from  the  com  oil  or  soybean  oil  from 
ahich  such  ingredients  were  obtained. 

(II)  Mono-  and  dlglycerldes  of  fat¬ 
forming  fatty  acids,  diacetyl  tartaric  acid 
esters  of  mono-  and  dlglycerldes  of  fat- 
forming  fatty  acids,  propylene  glycol 
mono-  and  diesters  of  fat-forming  fatty 
acids  complying  with  the  provisions  of 
Part  172  of  this  chapter,  or  a  combina¬ 
tion  of  two  or  more  of  these.  The  total 
quantity  of  these  Ingredients  whether 
used  alone  or  in  combination  does  not 
exceed  0.5  part  for  each  100  parts  by 
weight  of  flour  used. 

(6)  Milk  and/or  other  dairy  products 
in  such  quantity  and  cmnposltion  as  not 
to  meet  the  requirements  for  mtiir  and/ 
or  other  dairy  products  prescribed  for 
milk  bread  by  9  136.130.  Whenevw*  non¬ 
fat  milk  solids  in  any  form  are  used,  car¬ 
rageenan  or  salts  of  carrageenan  com¬ 
plying  with  the  provisions  (rf  Part  172  of 
this  chapter  may  be  used  In  a  quantity 
not  In  excess  of  0.8  percent  by  weight  of 
such  nemfat  milk  solids. 

(7)  Egg  products. 

(8)  Nutritive  carbohydrate  sweetener.s. 

(9)  Enzyme  active  pr^>arations. 

(10)  Lactlc-acld-producing  bacteria. 

(11)  Nonwheat  flours,  nonwheat  meals, 
nonwheat  grits,  wheat  and  nonwheat 
starches,  any  of  which  may  be  whcrfly  or 
in  part  dextrinized,  dextrinized  wheat 
flour,  or  any  combination  of  2  or  more  of 
these,  if  the  total  quanti^  is  not  more 
than  3  parts  for  each  100  parts  by  weight 
of  flom:  used. 

(12)  Ground  dehulled  soybeans  which 
may  be  heat-treated,  and  from  which 
oil  may  be  removed,  but  which  retain 
enzymatic  activity,  if  the  quantity  Is  not 
more  than  0.5  part  for  each  100  parts  by 
weight  of  flour  used. 

(13)  Yeast  nutrients  and  calcium  salts, 
if  the  total  quantity  (rf  such  ingredients, 
with  the  exception  of  monocalcium  phos¬ 
phate  and  calchun  pixvlonate.  is  not 
more  than  0.25  part  for  each  LOO  parts 
by  weight  of  flour  used.  The  quantity  of 
monocalcium  pho^rfiate,  including  any 
quantity  in  the  flour  Us^,  is  not  more 
than  0.75  part  for  each  100  parts  by 
weifi^t  of  flour  used.  Any  calcium  pro¬ 
pionate  used  as  a  preservative  in  bread, 
rolls,  or  buns  is  not  subject  to  the  limi¬ 
tation  prescribed  in  this  paragraph. 

(14)  (i)  Potassium  bromate,  calcium 
bromate,  potassium  iodate.  calcium  io- 
date,  calciiun  peroxide,  (u*  any  comblna- 
tloi.  of  2  or  more  of  these  If  the  total 
quantity.  Including  the  potassium  bro- 
mate  in  any  bromated  floor  u8e(L  is  not 
more  than  0.0075  part  for  each  100  parts 
by  weight  of  flour  used. 
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(11)  Azodicarbonamlde,  If  the  total 
quantity.  Including  any  quantity  In  tiie 
flour  us^,  Is  not  more  tiian  0.0045  part 
for  each  100  parts  by  weight  of  flour  used. 

(15)  Dough  stroigthaiers  and  other 
dough  conditioners  not  specifically  listed 
In  this  paragraph,  if  the  total  quantities 
of  such  Ingredients  or  combination  Is 
not  more  than  0.5  part  for  each  100  parts 
by  weight  of  flour  used. 

(16)  Spices,  spice  oil,  and  spice  extract 
which  do  not  Impart  a  color  simulating 
that  of  egg  to  the  finished  food. 

(17)  Coloring  may  not  be  added  as 
such  or  as  part  of  another  ingredient 
except  that  which  may  be  present  in  but¬ 
ter  if  the  intensity  of  the  butter  color 
does  not  exceed  “medium  high”  (MH) 
when  viewed  under  diffused  light  (7400 
Kelvin)  against  the  Munsell  Butter  Color 
Comparator.  The  MH  designation  cor¬ 
responds  to  the  Munsell  renotation  of 
3.8Y  7.9/7.6. 

(18)  Other  ingredients  that  do  not 
change  the  basic  identity  or  adversely 
affect  the  physical  and  nutritional  char¬ 
acteristics  of  the  bread. 

(d)  Total  solids  are  determined  by  the 
method  prescribed  in  “OfBcial  Methods 
of  Analysis  of  the  Association  of  Official 
Analytical  Chemists,”  12th  Ed.  1975,  sec. 
14.083(a),'  except  that  if  the  baked  unit 
weighs  1  pound  or  more,  one  entire  unit 
Is  used  for  the  determination;  If  the 
baked  unit  weighs  less  than  1  pound, 
enough  units  to  weigh  1  pound  or  more 
are  used. 

(e) (1)  The  name  of  the  food  is 
“bread”,  “white  bread”,  “rolls”,  “white 
rolls”,  “buns”,  “white  buns”,  as  aiHilica- 
ble.  'V^en  the  food  contains  not  less  than 
2.56  percent  by  weight  of  whole  egg 
solids,  the  name  of  the  food  may  be  “egg 
bread”,  “egg  rolls”,  or  “egg  buns”,  as  ap¬ 
plicable,  accompanied  by  the  statement 

“Contains _ medium-sized  egg(s)  per 

pound”  in  the  manner  prescribed  by 
§  102.5(c)  (3)  of  this  chapter,  the  blank 
to  be  filled  In  with  the  number  which 
represents  the  whole  egg  content  of  the 
food  expressed  to  the  nearest  one-flfth 
egg  but  not  greater  than  the  amount 
actually  present.  For  the  pmrpose  of  this 
regulation,  whole  egg  solids  are  the  edible 
contents  of  eggs  calculated  on  a 
moisture-free  basis  and  exclusive  of  any 
ncxiegg  solids  which  may  be  present  In 
standardized  and  other  commercial  egg 
products.  One  medium-sized  egg  is  equiv¬ 
alent  to  0.41  ounce  of  whole  egg  solids. 

(2)  When  the  label  bears  any  repre¬ 
sentation,  other  than  In  the  Ingredient 
listing,  of  the  presence  of  egg  In  the  food, 
c.g.,  the  word  egg  or  any  phonetic  equiv¬ 
alent  spelling  of  the  word  egg,  or  a  pic¬ 
ture  of  an  egg,  the  food  shall  contain  not 
less  than  2.56  percent  of  whole  egg  solids. 

(f)  All  Ingredients  used  In  the  food 
shall  be  declared  on  the  label  as  re¬ 
quired  by  the  applicable  sections  of  Part 
101  of  this  chapter. 

Note. — The  confirmation  of  effective  date 
for  {  136.110  (formerly  |  17.10)  published  In 
the  Fedeeal  Registeb  of  October  16,  1976  (41 
FR  45540)  stated  that  the  following  provi¬ 
sions  are  stayed  pending  full  review  of  the 
objections  and  requests  for  hewing: 

a.  Paragraph  (c)  (8)  (1)  as  It  pertains  to 
egg  bread,  egg  rolls,  and  egg  buns. 


b.  Paragnq>h  (e)(6)(tt):  Pending  resolu¬ 
tion  of  the  Issue,  ttie  requirements  of  I  136.- 
110(a)  (1)  (11)  of  the  superseded  standard  will 
iq>ply.  That  standard  reads  as  follows: 

(U)  Mono-  and  dlglycerides  of  fat-forming 
fatty  acids,  diacetyl  tartaric  acid  esters  of 
mono-  and  dlglycerides  of  fat-forming  fatty 
acids,  propylene  glycol  mono-  and  diesters  of 
fat-forming  fatty  acids  complying  with  the 
provisions  of  f  172.856  (formerly  I  121.1113) 
of  this  chapter,  or  a  combination  of  two  or 
more  of  these.  The  total  weight  of  these  In¬ 
gredients  used  does  not  exceed  20  percent  by 
weight  of  the  combination  of  such  ingredi¬ 
ents  and  the  shortening,  and  the  total 
amount  of  monoglyceride,  diacetyl  tartaric 
acid  ester  of  monoglyceride,  and  propylene 
glycol  monoester  does  not  exceed  8  percent 
by  weight  of  the  combination;  but  if  purified 
or  concentrated  monoglyceride  alone  is  used, 
the  amount  does  not  exceed  10  percent  by 
weight  of  the  combination. 

c.  Paragraph  (c)(16)  as  it  pertains  to  the 
use  of  spices,  spice  oU,  or  spice  extract  that 
imparts  a  color  simulating  that  of  egg  to  a 
standardized  bakery  product  not  represented 
on  the  label  as  containing  egg  or  egg  product 
and  not  purporting  to  contain  egg  or  egg 
product. 

d.  Paragraph  (c)(17).  to  Include  that  por¬ 
tion  that  reads  “except  that  which  may  be 
present  in  butter  If  the  Intensity  of  the  but¬ 
ter  color  does  not  exceed  ‘medium  high'  (MH) 
when  viewed  under  diffused  light  (7400  Kel¬ 
vin)  against  the  Munsell  Butter  Color  Com- 
pEirator.  The  MH  designation  corresponds  to 
the  Munsell  re-notation  of  3.8Y  7.9/'7.6.” 
Pending  resolution  of  the  Issue,  coloring  may 
not  be  added  as  such  or  as  part  of  another 
ingredient. 

e.  Paragraph  (e)  as  it  pertains  to  the  use 
of  the  word  “egg”  In  the  name  of  the  food. 

§  136.115  Fiiriciioil  bread  rolls,  and 
buns. 

(a)  Each  of  the  foods  enriched  bread, 
enriched  rolls,  and  enriched  buns  con¬ 
forms  to  the  definition  and  standard  of 
Identity  and  is  subject  to  the  require¬ 
ments  for  label  statement  of  ingredients 
prescribed  for  bread,  rolls  or  buns  by 
§  136.110,  except  that; 

(1)  Each  such  food  contains  in  each 
pound  1.8  milligrams  of  thiamine,  1.1 
milligrams  of  riboflavin.  15  milligrams  of 
niacin,  and  25  milligrams  of  iron. 

Note. — By  an  order  published  In  the  Fed¬ 
eral  Register  of  February  11,  1974  (39  FR 
5188),  concerning  nutritional  requirements 
for  standardized  enriched  bakery  products, 
the  requirement  that  the  food  contain  25 
milligrams  of  iron  per  pound  was  stayed.  Ac¬ 
cordingly,  the  requirement  for  Iron  reverts 
to  not  less  than  8.0  milligrams  and  not  more 
than  12.5  milligrams  per  pound  pending  res¬ 
olution  of  the  Issue  of  the  level  of  Iron  en¬ 
richment  that  was  the  subject  of  a  hearing 
conducted  in  April  1974. 

(2)  Each  such  food  may  contain  added 
calcium  in  such  quantity  that  the  total 
calcium  content  is  600  milligrams  per 
pound.  If  insufficient  calcium  is  added  po 
meet  the  600-milligram  level  per  pound 
of  the  finished  food,  no  claim  may  be 
made  on  the  label  tor  calcium  as  a  nu¬ 
trient  except  as  a  part  of  nutrition  label¬ 
ing. 

(3)  The  requirements  of  paragraph  (a) 
(1)  and  (2)  of  this  section  will  be 
deemed  to  have  been  met  if  reasonable 
overages  of  the  vitamins  and  minerals, 
within  the  limits  of  good  manufacturing 
practice,  are  present  to  ensure  that  the 


required  levels  of  the  vitamins  and  min¬ 
erals  are  maintained  throughout  the  ex¬ 
pected  shelf  life  of  the  food  under  cus- 
tiHnary  conditions  of  distribution  and 
storage.  The  quantitative  content  of  the 
following  vitamins  shall  be  calculated  in 
terms  of  the  following  chemically  identi¬ 
fiable  reference  forms : 


Vitamin 

Rpiprenop  form 

Naint* 

Empirioal 

(ormiiia 

iiiar 

wxiKlit 

Thiaiiiiue. . 

Tliiaininr  clil*)- 

<'i  lIiTt'lN.o.'- 

.VC.  28 

ridp  hydro- 

lit.  1 

rhloridt'. 

Rihodavin . 

Riltoiiavin.. 

r,TlI.<,N,ri,  . 

.  ;tT«.  .17 

Ni»i-in. . 

.  Niai'in . 

12:1,11 

Note.— I’eiidii:*  iwiolution  of  tlir  is.'U»  wlikh  was  th*> 
siilmvt  of  the  hearing  referred  to  in  the  note  in  |iar.  (aUt) 
of  tnU  section,  the  provision  relating  to  the  overages  of 
vitamins  and  minerals  does  not  apply  to  iron. 

(4)  Each  such  food  may  also  contain 
wheat  germ  or  partly  defatted  wheat 
germ,  but  the  total  quantity  thereof, 
including  any  wheat  germ  or  partly  de¬ 
fatted  wheat  germ  in  any  enriched  flour 
used,  shall  not  be  more  than  5  percent 
of  the  flour  ingredient. 

(5)  Enriched  flour  may  be  used,  in 
whole  or  in  part,  instead  of  flour.  As  used 
in  this  section,  the  term  “enriched  flour" 
includes  enriched  bromated  flour. 

(6)  The  limitation  prescribed  by  $  136. 
110(c)  (6)  on  the  quantity  and  composi¬ 
tion  of  milk  and/or  other  dairy  products 
does  not  apply. 

(7)  The  vitamins  and  minerals  added 
to  the  food  for  enrichment  purposes  may 
be  supplied  by  any  safe  and  suitable  sub¬ 
stances.  Niacin  equivalents  as  derived 
from  tryptophan  content  shall  not  be 
used  in  determining  total  niacin  content. 

(b)  The  name  of  the  food  is  “enriched 
bread”,  “enriched  rolls”,  or  “enriched 
buns”,  as  applicable.  When  the  food  con¬ 
tains  not  less  than  2.56  percent  by  weight 
of  whole  egg  solids,  the  name  of  the  food 
may  be  “enriched  egg  bread”,  “enriched 
egg  rolls”,  or  “enriched  egg  buns”,  as  ap¬ 
plicable,  accompanied  by  the  statement 

“Contains _ medium-sized  egg(s)  per 

pound”  in  the  manner  prescribed  by 
S  102.5(c)  (3)  of  this  chapter,  the  blank 
to  be  filled  in  with  the  number  which 
represents  the  whole  egg  cemtent  of  the 
food  expressed  to  the  nearest  one-flfth 
egg  but  not  greater  than  the  amount  ac¬ 
tually  present.  For  the  purpose  of  this 
regulation,  whole  egg  solids  are  the  edi¬ 
ble  contents  of  eggs  calculated  on  a 
moisture-free  basis  and  exclusive  of  any 
non-egg  solids  which  may  be  present  in 
standardized  and  other  commercial  egg 
products.  One  medium-sized  egg  is 
equivalent  to  0.41  ounce  of  whole  egg 
solids.  When  the  food  complies  with  the 
requirements  for  milk  and/or  other 
dairy  products  content  in  §  136.130  for 
milk  bread,  the  name  of  the  food  may  be 
“enriched  milk  bread”,  “enriched  milk 
rolls”,  or  “enriched  milk  buns”,  as  ap¬ 
plicable.  When  the  food  complies  with 
the  requirements  for  both  enriched  egg 
bread  and  enriched  milk  bread  in  this 
section,  the  name  of  the  food  may  be 
“enriched  milk  and  egg  bread”,  “en¬ 
riched  milk  and  egg  rolls”,  or  “enriched 
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milk  and  egg  buns*’,  as  applicable  ac¬ 
companied  by  the  statement  "Con¬ 
tains  _  medium-sized  egg(s)  per 

pound”  in  the  manner  prescribed  by 
§  102.5(c)  (3)  of  this  chapter,  the  blank 
to  be  filled  In  with  the  number  which 
represents  the  whole  egg  ccmtent  of  the 
food  expressed  to  the  nearest  one-fifth 
egg  but  no  greater  than  the  amoimt 
actually  present.  For  purposes  of  this 
regulation,  whole  egg  solids  are  the  edi¬ 
ble  contents  of  eggs  calculated  on  a 
moisture-free  basis  and  exclusive  of  any 
non-egg  solids  ^ich  may  be  present  in 
standardized  or  other  conunerclal  egg 
products.  One  medium-sized  egg  Is  equiv¬ 
alent  to  0.41  ounce  of  whole  egg  solids. 

Note. — ^The  confirmation  of  effective  date 
for  1 136.115  (formerly  S  17.20)  published  In 
the  Federal,  Register  of  October  15,  1976  (41 
FR  45540)  Stated  that  I  136.11S(b).  as  It  per¬ 
tains  to  the  use  of  the  word  “egg"  In  the 
name  of  the  food.  Is  stayed  pending  full  re¬ 
view  of  the  objections  and  requests  for  hear¬ 
ing. 

§  136.130  Milk  bread,  rolls,  and  buiiM. 

(a)  Each  of  the  foods  milk  bread, 
milk  rolls,  and  milk  buns  conforms  to  the 
definition  and  standard  of  Identity  and 
is  subject  to  the  requirements  for  label 
statement  of  ingredients  prescribed  for 
bread,  rolls  or  buns  by  §  136.110  except 
that: 

(1)  The  only  moistening  ingredient 
permitted  in  the  preparation  of  the 
dough  is  milk  or,  as  an  alternative,  a 
combination  of  dairy  products  In  such 
a  proportion  that  the  weight  of  the  non¬ 
fat  milk  solids  is  not  more  than  2.3 
times  and  not  less  than  1.2  times  the 
weight  of  the  milkfat  therein,  with  or 
without  water,  in  a  quantity  that  pro¬ 
vides  not  less  than  8.2  parts  milk  solids 
for  each  100  parts  by  weight  of  flour. 

(2)  No  buttermilk,  buttermilk  product, 
cheese  whey,  cheese  whey  product,  or 
milk  protein  is  used. 

(b)  The  name  of  the  food  is  “milk 
bread”,  “milk  rolls”,  “milk  buns”,  as 
applicable. 

§  136.160  Raisin  bread,  rolls,  and  buns. 

(a)  Each  of  the  foods  raisin  bread, 
raisin  rolls,  and  raisin  buns  conforms  to 
the  definition  and  standard  of  identity 
and  is  subject  to  the  requirements  for 
label  statement  of  ingredients  prescribed 
for  bread,  rolls  or  buns  by  5 136.110, 
except  that: 

(1)  Not  less  than  50  parts  by  weight 
of  seeded  or  seedless  raisins  are  used  f<^ 
each  100  parts  by  wei^t  of  flour  used. 

(2)  Water  extract  of  raisins  may  be 
used,  but  not  to  replace  raisins. 

(3)  The  baked  units  may  bear  icing 
or  frosting. 

(4)  The  limitation  prescribed  by 
S  136.110(c)  (6)  on  the  quantity  and  com¬ 
position  of  milk  and/or  other  dairy 
products  does  not  apply, 

(5)  The  total  solids  are  determined  by 
the  method  prescribed  in  S  136.110(d) . 
except  that  sec.  14.083  (b)  <m  page  235  of 
“Official  Methods  of  Analysis  of  the  As¬ 
sociation  of  Official  Analytical  Chemists,” 
12th  Ed.  1975.*  will  api^. 

(b)  The  name  of  the  food  is  “raisin 
bread”,  “raisin  roUs",  “raisin  buns”,  as 


applicable.  When  the  food  not 

less  than  2.56  percent  by  vraight  of  whole 
egg  solids,  the  name  of  the  food  may  be 
“raisin  and  ^g  bread”,  “raisin  and  egg 
rolls”,  or  “raisin  and  egg  buns”,  as  appli¬ 
cable,  accompcmied  by  the  statement 

“Contains _ medium-sized  eggCs)  per 

pound”  in  the  manner  prescribed  by 
§  102.5(c)  (3)  of  this  chapter,  the  blank 
to  be  filled  in  with  the  number  which  r^- 
resents  the  whole  egg  content  of  the  food 
expressed  to  the  nearest  one-fifth  egg  but 
not  greater  than  the  amount  actually 
present.  For  purposes  of  this  regulation, 
whole  egg  solids  are  the  edible  contents 
of  eggs  calculated  on  a  moisture-free 
basis  and  exclusive  of  any  nonegg  solids 
which  may  be  present  in  standardized 
and  other  commercial  egg  products.  One 
medium-sized  egg  is  equivalent  to  0.41 
ounce  of  whole  egg  solids. 

Note. — The  confirmation  of  effective  date 
for  $136,160  (formerly  i  17.40)  published  In 
the  Federal  Register  of  October  IS,  1976  (41 
FR  45540)  stated  that  the  provisions  of 
$  13e.l60(b) ,  as  they  pertain  to  the  use  of  the 
word  “egg”  In  the  name  of  the  food,  are  stayed 
pending  full  review  of  the  objections  and 
requests  for  hearing. 

§  136.165  Fnrichrd  raisin  bread,  roils, 
and  buns. 

(a)  Each  of  the  foods  enriched  raisin 
bread,  enriched  raisin  rolls,  and  enriched 
raisin  buns  conforms  to  the  definition 
and  standard  of  identity  and  is  subject 
to  the  requirements  for  label  statement 
of  ingredients  prescribed  for  raisin  bread, 
raisin  rolls,  and  raisin  buns  by  f  136.160, 
except  that  the  specifications  in  5  136.115 
(a)(1)  through  (7)  shall  apply. 

(b)  The  name  of  the  food  is  “enriched 

raisin  bread”,  “enriched  raisin  rolls”,  or 
“enriched  raisin  buns",  as  applicable. 
When  the  food  contains  not  less  than 
2.56  percent  by  weight  of  whole  egg  sol¬ 
ids,  the  name  of  the  food  may  be  “en¬ 
riched  raisin  and  egg  bread”,  “enriched 
raisin  and  egg  rolls”,  or  “enriched  raisin 
and  egg  buns”,  as  applicable,  accompa¬ 
nied  by  the  statement  “Contains _ 

medium-sized  egg(s)  per  pound”  in  the 
manner  prescribed  by  §  102.5(c)  (3)  of 
this  chapter,  the  blank  to  be  filled  in 
with  the  number  which  reinvents  the 
whole  egg  content  of  the  food  exi«^ssed 
to  the  nearest  one-fifth  egg  but  not 
greater  than  the  amount  actually  pres¬ 
ent.  For  purposes  of  this  regulation, 
whole  egg  solids  are  the  edible  contents 
of  eggs  calculated  on  a  moisture -free 
basis  and  exclusive  of  any  nonegg  sc^ds 
which  may  be  present  in  standardized 
and  other  commercial  egg  products.  One 
medium-sized  egg  is  equivalent. to  0.41 
ounce  of  whole  egg  solids.  The  term 
“milk”  may  be  included  in  the  name  of 
the  food  if  the  food  complies  with  the 
requirements  for  milk  and/or  other  dairy 
products  in  §  136.130. 

Note.  Since  the  provlBions  of  I  136.165 
(formerly  f  17.60)  relating  to  the  use  of  the 
word  “egg"  In  the  name  of  the  food  are  predi¬ 
cated  on  stayed  provisions  of  fi  136.110, 
136.116  and  136.160,  none  oi  paragnqih  (b) 
of  1 1S6.166  except  Wie  Diet  and  last  sen¬ 
tences,  vrUl  be  effective  while  the  Issues  re¬ 
main  unresolved. 
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§  136.180  Whole  wheat  bread,  rolls,  and 
buns. 

(a)  Each  of  the  foods  vihoie  wheat 
bread,  graham  bread,  entire  wheat  bread, 
whole  wheat  rolls,  graham  rolls,  entire 
wheat  rolls,  whole  wheat  buns,  graham 
buns,  and  entire  wheat  buns  conforms  to 
the  definition  and  standard  of  identity 
and  is  subject  to  the  label  statement  of 
ingredients  prescribed  for  bread,  rolls 
and  buns  by  S  136.110,  except  that: 

(1)  The  dough  is  made  from  the  op¬ 
tional  ingredient  whole  wheat  flour,  bro- 
mated  whole  wheat  flour,  or  a  combina¬ 
tion  of  these.  No  flour,  bromated  flour,  or 
phospdiated  flour  is  used.  The  potassium 
bromate  in  any  brcmiated  whole  y^eat 
flour  used  is  de^ed  to  be  an  additional 
optional  ingredient  in  the  whole  wheat 
bread,  whole  wheat  rolls,  or  whole  wheat 
buns. 

(2)  The  limitation  prescribed  by 
S  136.110(c)  (6)  on  the  quantity  and  com¬ 
position  of  milk  and/or  other  dairy 
products  does  not  aigily. 

(b)  ITie  name  of  the  food  is  “whole 
wheat  bread”,  “graham  bread”,  “entire 
wheat  bread”,  “whole  wheat  rolls”,  “gra¬ 
ham  rolls”,  “entire  wheat  rolls”,  “whole 
wheat  buns”,  “graham  buns”,  “entire 
wheat  buns”,  as  applicable. 


PART  137— CEREAL  FLOURS  AND 
RELATED  PRODUCTS 
Subpart  A — [Rasarvwf] 

Subpart  B — Raquiramants  for  Spacillc 
Standardized  Cereal  nours  and  Related  Producta 

See. 

137.105  Flour. 

137.156  Bromated  flour. 

1S7.160  Bmiclied  bromated  fio\ir. 

137.165  Enriched  flour. 

137.170  Instantlzed  fioura. 

137.175  Phoi^hated  flour. 

137.180  Self-rising  flour. 

137.185  Elnrlched  aelf-rlslng  flour. 

137.190  Cracked  wheat. 

137.195  Crushed  wheat. 

137.200  Whole  wheat  flour. 

137.206  Bromated  wh<ae  wheat  floor. 

137.211  White  com  flour. 

137.215  Yellow  com  flour. 

137i220  Durum  flour. 

137.225  Whole  durum  flour. 

137.230  Com  grits. 

137.235  Enriched  corn  grits. 

137.240  Quick  grits. 

137.245  Yellow  grits. 

137.350  White  corn  meal. 

137.255  Bolted  white  com  meal. 

137.260  Enriched  com  meals. 

137J365  Degermlnated  white  com  meaL 
137.270  Self -rising  white  com  meal. 

137375  Yellow  com  meal. 

137.280  Bolted  yellow  com  meaL 
137.285  Degermlnated  yellow  com  meal. 
137.290  Srtf-rlsing  yellow  com  meal. 

137300  Farina. 

137306  Enriched  farina. 

137320  Semolina. 

137.360  Enriched  rice. 

Authoxitt:  Sees.  401,  701,  62  Stat.  1046  as 
amended,  1055-1056  aa  amended  (21  TTB.C. 
341,  371). 

Subpart  A — [Reserved] 

Subpart  B — Requirements  for  Specific 
Standardized  Cereal  Ftoprs  and  Reiated 
Products 

§  137.105  Flour. 

(a)  Hour,  white  flour,  wheat  flour, 
plain  flour,  is  the  food  prepared  by 
grinding  and  bolting  cleaned  wheai 
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other  than  durum  wheat  and  red  durum 
wheat.  To  compensate  for  any  natural 
deficiency  of  enzymes,  malted  wheat, 
malted  wheat  flour,  malted  barley  fiour, 
or  any  combination  of  two  or  more  of 
these,  may  be  iised;  but  the  quantity  of 
malt^  barley  fiour  so  used  is  not  more 
than  0.75  percent.  Harmless  prepara¬ 
tions  of  a-amylase  obtained  from  As- 
pergillus  oryzae.  alone  or  in  a  safe  and 
suitable  carrier,  may  be  used.  When 
tested  for  granulation  as  prescribed  In 
paragraph  Cc)  (4)  of  this  section,  not 
less  than  98  percent  ot  the  flour  passes 
through  a  cloth  havmg  openings  not 
larger  than  those  of  woven  wire  cloth 
designated  “212  Mm  (No.  70)  ”  in  Table  I 
of  “Annual  Book  of  ASTM  Standards, 
Part  30”  published  In  1972  by  the 
American  Society  for  Testing  and  Ma¬ 
terials.*  The  flour  is  freed  from  bran 
coat,  or  bran  coat  and  germ,  to  such 
extent  that  the  percent  of  ash  there¬ 
in,  calculated  to  s  moisture-free  baste, 
is  not  more  than  the  stun  of  1/20 
of  the  percent  of  protein  therein,  cal¬ 
culated  to  a  moisture-free  basis,  plus 
0.35.  Its  moistiire  content  te  not  more 
than  15  percent.  It  may  contain  ascor¬ 
bic  acid  in  a  quantity  not  to  exceed  200 
parts  per  million  as  a  dough  conditioner. 
Unless  such  addition  conceals  damage  or 
Inferiority  or  makes  the  flour  appear  to 
be  better  or  of  greater  value  than  it  is. 
one  or  any  combination  of  two  or  more 
of  the  following  optional  bleaching  in¬ 
gredients  may  be  added  in  a  quantity  not 
more  than  sufficient  for  bleaching  or, 
in  case  such  ingredient  has  an  artifi¬ 
cial  aging  effect;  In  a  quantity  not  more 
than  sufficient  for  bleaching  and  such 
artificial  aging  effect; 

(1)  Oxides  of  nitrogen. 

(2)  Chlorine. 

(3)  Nitrosyl  chloride. 

(4)  CThlorine  dioxide. 

(5)  One  part  by  weight  of  benzoyl 
peroxide  mixed  with  not  more  than  six 
parts  by  weight  of  one  or  any  mixture 
of  two  or  more  of  the  following:  potas¬ 
sium  aliun,  calcium  sulfate,  magnesium 
carbonate,  sodium  aliunlnum  sulfate, 
dicalclum  phosphate,  trlcalclum  phos¬ 
phate,  starch,  calcium  carbonate. 

(6)  Acetone  peroxides  complying  with 
the  provisions  of  §  172.802  of  this  chap¬ 
ter. 

(7)  Azodicarbonamide  (complying  with 
the  requirements  of  9  172.806  of  this 
chapter,  including  the  quantitative  limit 
of  not  more  than  45  parts  per  million). 

(b)  (1)  All  optional  Ingredients  used  in 
the  food  shall  be  declared  on  the  label 
as  required  by  the  applicable  sectlcms  of 
Part  101  of  this  chapter. 

(2)  When  ascorbic  acid  is  added, 
the  label  shall  bear  the  statement  “Ascor¬ 
bic  acid  added  as  a  dough  conditioner”. 
When  the  optional  Ingredient  “a-amylase 
obtained  from  Aspergillus  oryzae"  te 
used,  it  shall  be  declared  in  the  list  of 
Ingredients  by  that  name.  When  any  op¬ 
tional  bleaching  Ingredient  is  used,  the 
label  shall  bear  the  word  “Bleached”. 


'(Copies  may  be  obtained  from:  American 
Society  for  Testing  and  Materials,  1916  Race 
Street.  Philadelphia,  PA  10103. 


Wherever  the  name  of  the  food  aimears 
cm  the  label  so  conspicuously  as  to  be 
easily  seen  under  customary  conditions 
of  purchase,  the  word  “Bleached”  shall 
immediately  and  ctmspicuously  precede 
or  follow  such  name,  without  interven¬ 
ing  written,  printed,  or  graphic  matter; 
except  that  where  such  name  is  a  part  of 
a  trademark  or  brand,  other  written, 
printed  or  graphic  matter,  which  is  also 
a  part  of  such  trademark  or  brand,  may 
so  intervene  if  the  word  “Bleached”  is  in 
such  Juxtaposition  with  such  trademark 
or  brand  as  to  be  conspicuously  related 
to  such  name. 

(c)  For  the  purposes  of  this  section; 

(1)  Ash  is  determined  by  the  method 
prescribed  in  the  book  “Official  and  Ten¬ 
tative  Methods  of  Analysis  of  the  Asso¬ 
ciation  of  Official  Agricultural  CThem- 
ists,”  5th  Edition.  1940,  page  212,  under 
“Method  I— Official.”  lEd.  note.  10th 
edition,  1965,  p.  191,  sec.  13.006.1  Ash  is 
calculated  to  a  moisture-free  basis  by 
subtracting  the  percent  of  moisture  in  the 
flour  from  100,  dividing  the  remainder 
into  the  percent  of  ash,  and  multiplying 
the  quotient  by  100. 

(2)  Protein  is  5.7  times  the  nitrogen 
as  determined  by  the  method  prescribed 
in  such  book  on  page  26,  under  “Kjel- 
dahl-Gunnlng-Amold  Method — Offlclal.” 

[Ed.  note.  10th  edition.  1965,  p.  16,  “Im¬ 
proved  KJeldahl  Methods  for  Nltrate- 
Pree  Samples — Official,”  sec.  2.044.1 

Protein  te  calculated  to  a  moisture-free 
basis  by  subtracting  the  percent  of  mois¬ 
ture  in  the  flour  from  100,  dividing  the 
remainder  into  the  percent  of  protein, 
and  multiplying  the  quotient  by  100. 

(3)  Moisture  is  determined  by  the 
method  prescribed  in  such  book  on  page 
211,  under  “Vacuum  Oven  Method — Offi¬ 
cial.”  [Ed.  note,  10th  edition,  1965,  p, 
191,  secs.  13.002,  13.003.1 

(4)  Granulation  te  determined  as  fol¬ 
lows:  Use  No.  70  sieve  complying  with 
specffications  for  wire  cloth  and  sieve 
freunes  in  “Standard  Speciflcatlcms  for 
Sieves.”  published  March  1,  1940,  in  L.C. 
584  of  the  United  States  Department  of 
Commerce,  Natlcmal  Bureau  of  Stand¬ 
ards.  Attach  bottom  pan  to  sieve  in  Ro- 
Tap  sifter  (or  an  equivalent  sifter). 
Place  half  of  a  rubber  ball  or  other  siev¬ 
ing  aid  in  the  sieve.  Pour  100  grams  of 
the  sample  in  the  sieve  and  turn  on  the 
sifter  with  knocker.  Sift  exactly  5  min¬ 
utes.  Weigh  the  residue  on  the  No.  70 
sieve  and  convert  to  percentage. 

§  137.155  Broniated  flour. 

Bromated  flour  conforms  to  the  defini¬ 
tion  and  standard  of  identity,  and  is  sub¬ 
ject  to  the  requirements  for  label  state¬ 
ment  of  optional  Ingredlaits,  prescribed 
for  flour  by  9  137.105,  except  that  potas¬ 
sium  bromate  is  add^  in  a  quantity  not 
exceeding  50  parts  to  each  million  parts 
of  the  finished  bromated  flour,  and  te 
added  only  to  floius  whose  baking  qual¬ 
ities  are  improved  by  such  addition. 

§137.160  Enriched  bromated  flour. 

Enriched  bromated  flour  conforms  to 
the  definition  and  standard  of  identity, 
and  is  subject  to  the  requirements  fen: 


label  statement  of  optional  ingredients, 
prescribed  or  enriched  flour  by  9  137.165, 
except  that  potassium  bromate  is  added 
in  a  quantity  not  exceeding  50  parts  to 
each  million  parts  of  the  finished  en¬ 
riched  bromated  flour,  and  is  added  only 
to  enriched  flours  whose  baking  quali¬ 
ties  are  improved  by  such  addition. 

§  137.165  Enriched  flour. 

Enriched  flour  conforms  to  the  defini¬ 
tion  and  standard  of  identity,  and  is  sub¬ 
ject  to  the  requirements  for  label  state¬ 
ment  of  c^tional  ingredients,  prescribed 
for  flour  by  §  137.105  except  that: 

(a)  It  contains  in  each  pound  2.9  mil¬ 
ligrams  of  thiamine.  1.8  milligrams  of 
ril^flavin,  24  milligrams  of  niacin,  and 
40' milligrams  of  iron; 

(b)  It  may  contain  added  calcium  in 
such  quantity  that  the  total  calcium  con¬ 
tent  is  960  milligrams  per  pound.  En¬ 
riched  flour  may  be  acidified  with  mono¬ 
calcium  phosphate  within  the  limits  pre¬ 
scribed  by  9  137.175  for  phosphated  flour, 
but,  if  iiisufficient  addition^  calcium  is 
present  to  meet  the  960  milligram  level, 
no  claim  may  be  made  on  the  label  for 
calcium  as  a  nutrient; 

(c)  The  requirement  of  paragraphs 
(a)  and  (b)  of  this  section  will  be 
deemed  to  have  been  met  if  reasonable 
overages  of  the  vitamins  and  minerals, 
within  the  limits  of  good  manufacturing 
practice,  are  present  to  insure  that  the 
required  levels  of  the  vitamins  and  min¬ 
erals  are  maintained  throughout  the  ex¬ 
pected  shelf  life  of  the  food  under  cus¬ 
tomary  conditions  of  distribution  and 
storage.  The  quantitative  content  of  the 
following  vitamins  shall  be  calculated  in 
terms  of  the  following  chemically 
identifiable  reference  forms: 


It 

|■f.■rl•nl'e  form 

Vitamin 

Name 

Empirical 

formula 

.Moh. 

ul.ir 

Thiamine. 

Rilmflavin. 
Niai-in . 

.  Thiamine 
chloride 
hydroelilo- 
ride. 

.  Riboflavin _ 

Cijlli:(  lN.o.< 

rnll.^Xd'i 

C«Il5.\0. 

ii<  i 

■  <-«.  .17 
lj:ill 

(d)  It  may  contain  not  more  than  5 

percent 

by  weight 

of  Wheat 

germ  or 

partly  defatted  wheat  germ ; 

(e)  In  determining  whether  the  ash 
content  complies  with  the  requirements 
of  this  section,  ash  resulting  from  any 
added  iron  or  salts  of  iron  or  calcium  or 
wheat  germ  is  excluded  in  calculating 
ash  content. 

(f)  All  ingredients  from  which  the 
food  is  fabricated  shall  be  safe  and  suit¬ 
able.  Hie  vitamins  and  minerals  added 
to  the  food  for  enrichment  purposes  may 
be  supplied  by  any  safe  and  suitable  sub¬ 
stance.  Niacin  equivalents  as  derived 
from  trypUvhan  content  shall  not  be 
used  in  determining  total  niacin  content. 

Emcrnnt  Date  Note:  The  Iron  content  In 
revised  I  137.165(a)  (formerly  |  15.10(a) )  of 
“40  milligrams”  was  stayed  at  39  FR  5189, 
pending  the  outcome  of  a  hearing.  The  levels 
of  Iron  shall  remain  at  the  level  "not  less 
than  13.0  milligrams  and  not  more  than  16A 
milligrams”  prescribed  by  the  f<wmer 
I  15.10(a)  prior  to  amendment  of  the  section. 
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§  137.170  In»tantued  flours. 

(a)  Instantlzed  flours,  Instant  blend¬ 
ing  flours,  quick-mixing  flours,  are  the 
foods  each  of  which  conforms  to  the  defi¬ 
nition  and  standard  of  Identity  and  is 
subject  to  the  requirement  for  label 
statement  of  optional  ingredients  pre¬ 
scribed  for  the  corresponding  kind  of 
flour  by  §§  137.105,  137.155,  137.160,  137.- 
165,  137.175,  137.180,  and  137.185,  except 
that  each  such  flour  has  been  made  by 
one  of  the  c^tional  procedures  set  forth 
in  paragraph  (b)  of  this  section,  and  is 
thereby  made  readily  pourable.  Such 
flour  will  all  pass  through  a  No.  20  mesh 
U.S.  standard  sieve  (840-mlcron  op«i- 
ing) ,  and  not  more  than  20  percent  will 
pass  through  a  200  mesh  n.S.  standard 
sieve  (74-mlcron  opening). 

(b)  The  optional  procedures  referred 
to  in  paragraph  (a)  of  this  section  are: 

(1)  A  selective  grinding  and  bolting 
procedure  or  other  milling  procedure, 
whereby  controlled  techniques  are  used 
to  obtain  a  food  too  flne  to  meet  the 
granulation  specification  prescribed  In 
S  137.300(a)  for  farina. 

(2)  An  agglomerating  procedure, 
whereby  flour  that  originally  meets  the 
granulation  specification  prescribed  In 
§  137.105(a)  has  been  modified  by  further 
processing,  so  that  a  number  of  the  In¬ 
dividual  flour  particles  have  been  com¬ 
bined  into  agglomerates  conforming  to 
the  granulation  specifications  set  out  In 
paragraph  (a)  of  this  section. 

(c)  TTie  name  of  each  product  covered 
by  this  section  is  the  name  prescribed  by 
the  deflnlti(m  and  standard  of  Id^tlty 
for  the  corresponding  kind  of  flour  as 
referred  to  in  paragraph  (a)  of  this  sec¬ 
tion,  preceded  Immediately  and  conspic¬ 
uously  by  the  words  “Instentlzed”,  “In¬ 
stant  blending",  or  “Quick-mixing". 

§  137.175  Pliosphated  flour. 

Phosphated  flour,  phosphated  white 
flour,  phosphated  udieat  flour,  conforms 
to  the  definition  and  standard  of  identity, 
and  Is  subject  to  the  requirements  for 
label  declaration  of  optional  Ingredients, 
prescribed  for  flour  by  1  137.105,  except 
that: 

(a)  Monocalcium  phosphate  is  added 
in  a  quantity  not  less  than  0.25  percent 
and  not  more  than  0.75  percent  of  the 
weight  of  the  finished  phosphated  flour; 
and 

(b)  In  determining  whether  the  ash 
content  c(»nplles  with  the  requirements 
of  this  section  allowance  is  made  for  the 
added  monocalcium  phosphate. 

§  137.180  Self-rising  flour. 

(a)  Self-rising  flour,  self-rising  white 
floiu',  self-rising  wheat  flour,  is  an  inti¬ 
mate  mixture  of  flour,  sodliun  bicarbon¬ 
ate,  and  one  or  more  of  the  acid-reacting 
substances  monocalcium  phosphate,  so¬ 
dium  acid  pyrophosphate,  and  sodium 
aluminum  phosphate.  It  is  seasoned  with 
salt.  When  it  is  tested  by  the  method 
prescribed  in  paragraph  (c)  of  this  sec¬ 
tion  not  less  than  0.5  percent  of  carbon 
dioxide  is  evolved.  The  acid-reacting 
substance  is  added  in  sulficirat  quantity 
to  neutralize  the  sodium  bicarbonate. 
The  ccunbined  weight  of  such  acid-react¬ 
ing  substance  and  sodium  bicarbonate 


is  not  more  than  4.5  parts  to  each  100 
parts  of  flour  used.  Subject  to  the  c<mdl- 
tions  and  restrlctkHis  prescribed  by 
{  137.105(a),  the  bleaching  ingredients 
specified  in  such  section  may  be  added  as 
optional  ingredients.  If  the  flour  used  in 
making  the  self-rising  flour  is  bleached, 
the  optional  bleaching  Ingredlmit  used 
therein  (see  1  137.105(a))  is  also  an  op- 
tional  ingredient  of  the  self-rising  flour. 

(b)  All  optional  ingredients  in  self- 
rising  flour,  including  any  ccmtributed 
by  the  flour  used,  shall  be  declared  <hi 
the  label  as  required  by  the  I4>];^lcable 
sections  of  Part  101  of  this  chapter  and 
S  137.105(b)  (2) ,  as  appropriate. 

(c)  The  method  referred  to  in  pcua- 
graph  (a)  of  this  section  is  the  method 
prescribed  in  “Official  and  Tentative 
Methods  of  Analysis  of  the  Association 
of  Official  Agricultural  Chemists,**  5th 
edition,  1940,  beginning  on  page  186  (Ed. 
note,  10th  edition,  1965,  p.  119,  secs.  7.002, 
7.0031,  under  “Gasometrlc  MetiKXl  with 
Chlttlck's  Apparatus — Official,**  exc^ 
that  the  following  procedure  is  subeti- 
tuted  for  the  procedure  specified  therein 
under  “6 — Determination**: 

(1)  Weigh  17  grams  of  the  (ffilclal  sam¬ 
ple  into  flask  A,  add  15-20  gl***  beads 
(4-6  mm.  diameter),  and  connect  this 
flask  with  the  apparatus  (fig.  22).  Open 
stopcock  C  and  by  means  of  the  leveling 
bulb  E  bring  the  displacement  solution 
to  the  25  cc.  graduation  above  the  zero 
mark.  (This  25  cc.  is  a  partial  allowance 
for  the  v<dume  of  acid  to  be  used  In  the 
deocKnpositlon.)  Allow  the  apparatus  to 
stand  1-2  minutes  to  insure  that  the 
temperature  and  pressure  within  the  ap¬ 
paratus  are  the  same  as  those  of  the 
room.  CHose  the  st(Y>cock.  lower  the 
leveling  bulb  s<xnewhat  to  reduce  the 
pressure  within  the  apparatus,  and 
slowly  nm  into  the  decomposition  flask 
from  burette  F  45  cc.  of  sulfuric  add 
(l-f-5).  To  prevent  the  liberated  carbon 
dioxide  from  escaping  through  the  acid 
burette  into  the  air,  keep  the  displace¬ 
ment  solution  in  the  leveling  bulb  at  all 
times  during  the  decomposition  at  a 
lower  level  than  that  In  the  gas-meas¬ 
uring  tube.  Rotate  and  then  vlg<»*ou8ly 
agitate  the  decomposition  flask  for  three 
minutes  to  mix  the  ccmtents  intimately. 
Allow  to  stand  for  10  minutes  to  bring 
to  equilibrium.  Eqiialize  the  pressure  in 
the  measuring  tube  by  means  o!  the 
leveling  bulb  and  read  the  volume  of  gas 
from  the  zero  point  on  the  tube.  Deduct 
20  cc.  frcHn  this  reading  (this  20  cc.  to¬ 
gether  with  previous  allowance  of  25  cc. 
compensates  for  the  45  cc.  add  iised  in 
the  decomposition).  Observe  the  tem¬ 
perature  of  the  air  surrounding  the  ap¬ 
paratus  and  also  the  barometric  pressure 
and  multiply  the  number  of  cc.  of  gas 
evolved  by  the  factor  given  in  Table 
24 — CSiapter  XLITT  [Ed.  note,  10th  edl- 
tl(Hi,  1965,  p.  887,  sec.  43.0281  for  the 
temperature  and  pressure  observed.  Di¬ 
vide  the  corrected  reading  by  100  to  ob¬ 
tain  the  apparent  percent  by  weight  of 
carbon  dioxide  in  the  official  sample. 

(2)  Correct  the  aiH>arent  percent  of 
carbon  dioxide  to  compensate  for  vary¬ 
ing  atmospheric  conditions  by  immedi¬ 
ately  assaying  a  synthetic  sample  by  the 
same  method  in  the  same  apparatus. 


(3)  Prepare  the  synthetic  sample  with 
16.2  grams  of  flour,  0.30  gram  of  mono¬ 
calcium  phosphate,  0.30  gram  of  salt, 
and  a  sufficient  quantity  of  sodium  bi¬ 
carbonate  U.S.P.  (dried  over  sulfuric 
acid)  to  yield  the  amoimt  (tf  carbon 
dioxide  recovered  in  assay  of  official 
sample.  Determine  this  quantity  by 
multiplying  weight  of  carbon  dioxide  re¬ 
cover^  in  assay  of  official  sample  by 
1.91.  • 

(4)  Divide  the  weight  of  ciu*bon  dioxide 
recovered  from  synthetic  sample  by 
weight  of  carbon  dioxide  contained  in 
sodium  bicarbcmate  used. 

(5)  Divide  the  quotient  into  the  ap¬ 
parent  percent  of  carbon  dioxide  in  of¬ 
ficial  sample  to  obtain  percent  ot  carbon 
dioxide  evolved  from  the  official  sample. 

§  137.185  Enriched  self-rising  flour. 

Enriched  s^-rlslng  flour  conforms  to 
the  definition  and  standard  of  identity, 
and  Is  subject  to  the  requlremoits  for 
label  statement  (H>tional  Ingredients, 
prescribed  for  self -rising  flour  by 
i  137.180,  except  that: 

(a)  It  contains  in  each  pound  2.9 
milligrams  of  thiamine,  1.8  milligrams  of 
rfl>oflavln,  24  milligrams  of  niacin,  and 
40  milllgriuns  of  Irtxi; 

(b)  It  contains  added  calcium  in  such 
quantity  that  the  total  calcium  content 
is  960  milligrams  per  pound.  If  a  calcium 
compound  is  added  for  technical  pur¬ 
poses  to  give  s^-rlslng  characteristics 
to  the  flour,  the  amount  of  calcium  per 
pound  of  flour  may  exceed  960  milli¬ 
grams  iH’ovided  that  the  excess  is  no 
greater  than  necessary  to  accomplish  the 
Intended  ^ect.  However,  if  such  cal¬ 
cium  is  insufficient  to  meet  the  960-miIll- 
gram  level,  no  claim  may  be  made  on  the 
label  for  calcium  as  a  nutrient. 

(c)  TTie  req\ilrem«it8  of  paragraphs 
(a)  and  (b)  of  this  section  will  be  deemed 
to  have  been  met  if  reascmable  overages 
of  the  vitamins  and  minerals,  within  the 
limits  of  good  manufacturing  practice, 
are  presMit  to  Insure  that  the  reqiiired 
levds  ot  the  vitamins  and  minerals  are 
maintained  throughout  the  expected 
sh^  life  of  the  food  imder  customary 
c(mdlti(His  of  distribution  ,  and  storage. 
The  quantitative  content  of  the  follow¬ 
ing  vitamins  shall  be  calculated  in  terms 
of  the  following  chemically  identifiable 
reference  forms : 


Refennce  tom 

Muaila 

Emplrloal 

SMeo- 

Nam* 

lonnola 

nlar 

weight 

Thiamine..  Thlamlsa 

CuHirClNiOS-nCl  337.2 

ehloflde 

hydroehlo- 

rid*. 

RlboteTlB.  RlboflaiTfai.. 

_  C,tH»N«0. 

ra.37 

Nladn _ Nlaetn _ 

„  CtHeNOi 

123L 11 

(d)  It  may  contain  not  more  than  5 
percent  by  weight  of  wheat  germ  or 
pmtly  defatted  wheat  germ; 

(e)  When  calcium  is  added  as  dical¬ 
cium  phosphate,  such  dlcalclum  phos- 
phiUe  is  also  considered  to  be  an  acid¬ 
reacting  substance; 

(f)  When  calcium  is  added  as  car¬ 
bonate,  the  method  set  forth  in  {  137.180 
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(c)  does  not  apply  as  a  test  for  carbon 
dioxide  evolved;  but  In  such  case  the 
qxiantlty  of  carbon  dioxide  evolved  under 
ordinary  conditions  of  use  of  the  en¬ 
riched  self -rising  flour  Is  not  less  than 
0.5  percent  of  the  wel^dit  thereof; 

(g)  All  Ingredients  from  which  the 
food  Is  fabricated  shall  be  safe  and  suita¬ 
ble.  The  vitamins  and  minerals  added  to 
the  food  for  enrichment  purposes  may  be 
supplied  by  any  safe  and  i^table  sub¬ 
stances.  Niacin  equivalents  as  derived 
from  tryptophan  content  shall  not  be 
used  In  determining  total  niacin  content. 

KrFKcrrvK  Datz  Non:  The  Iron  content  In 
reTlseU  1 137.185(a)  (formerly  f  16.60(a) ) 
of  *'40  milligrams'*  was  stayed  at  SO  FR  6189, 
pending  the  outcome  of  a  bearing.  The  levels 
of  Iron  shaU  remain  at  tbe  level  **not  lees 
thun  13^  milligrams  and  not  more  than 
16A  mimgrams**  prescribed  by  the  former 
f  16.60(a)  prior  to  amendment  of  the  section. 

§  137.190  Cracked  wheat. 

Cracked  wheat  Is  the  food  prepared  by 
so  cracking  or  cutting  Into  angular  frag¬ 
ments  cleaned  wheat  other  than  durum 
wheat  and  red  durum  wheat  that,  when 
tested  by  the  method  prescribed  in 
i  137.200(c)  (2) ,  not  less  than  90  percent 
passes  through  a  No.  8  sieve  and  not 
more  than  20  percent  passes  through  a 
No.  20  sieve.  The  proportions  of  the  nat¬ 
ural  constituents  of  such  wheat,  other 
than  moisture,  remain  unaltered. 
Cracked  wheat  contains  not  more  than 
15  percent  of  moisture  as  determined  by 
the  method  prescribed  in  **Ofliclal  and 
Tentative  Methods  of  Analysis  of  the 
Association  of  Official  Agricultural 
Chemists”,  5th  edition,  1940,  page  353 
[Ed.  note.  10th  edition,  1905.  p.  327,  secs. 
22.002,  22.0031.  under  **Preparatlon  of 
Sample — Official”  and  "Moisture  I.  Dry¬ 
ing  with  Heat — Official.” 

§  137.195  Crashed  wheat. 

(Crushed  wheat,  coarse  ground  wheat. 
Is  the  food  prepared  by  so  crushing 
cleaned  wheat  other  than  dimim  wheat 
and  red  durum  wheat  that,  when  tested 
by  the  method  prescribed  In  i  137.200(c) 
(2) .  40  percent  or  more  passes  through  a 
No.  8  sieve  and  less  than  50  percent 
passes  through  a  No.  20  sieve.  The  pro¬ 
portions  of  the  natural  cmstltuents  of 
such  wheat,  other  than  moisture,  remain 
unaltered.  (Crushed  wheat  contains  not 
more  than  15  percent  of  moisture  as  de¬ 
termined  by  the  method  prescribed  In 
"Official  and  Tentative  Methods  of  Anal¬ 
ysis  of  the  Association  of  Official  Agri¬ 
cultural  Chemists,”  5th  edition,  1940, 
page  353  [Ed.  note,  10th  edition,  1965,  p. 
327,  secs.  22.002,  22.0031,  \mder  *Trep- 
aration  of  Sample — Official”  and  "Mois¬ 
ture  I.  Drying  with  Heat — Official.” 

§  137.200  Whole  wheat  flour. 

(a)  Whole  wheat  flour,  graham  flour, 
entire  wheat  flour  Is  the  food  prepared 
by  so  grinding  cleaned  wheat,  other 
than  durum  wheat  and  red  durum 
wheat,  that  when  tested  by  the  method 
prescribed  In  paragraph  (c)  (2)  of  this 
section,  not  less  than  90  percent  passes 
through  a  2.36  mm  (No.  8)  sieve  and 
not  less  than  50  percent  passes  through  a 
850  fixti  (No.  20)  sieve.  The  proportions 
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of  the  natural  constituents  of  such 
wheat,  other  than  moisture,  remain  un¬ 
altered.  To  compensate  for  any  natural 
deflciency  of  enzymes,  malted  wheat, 
malted  wheat  flour,  malted  barley  flour, 
or  any  combination  of  two  <»*  more  of 
these,  may  be  used;  but  the  qxiantlty 
of  malted  barley  flour  so  used  Is  not 
more  than  0.75  percent.  It  may  contain 
harmless  preparations  of  a-amylase  ob¬ 
tained  from  Aspergillus  oryzae,  alone 
or  In  a  safe  and  suitable  carrier.  The 
moisture  content  of  whole  wheat  flour 
is  not  more  than  15  percent.  It  may  con¬ 
tain  ascorbic  acid  In  a  quantity  not  to 
exceed  200  parts  per  million  as  a  dough 
conditioner.  Unless  siKh  addition  con¬ 
ceals  damage  or  Inferiority  or  makes  the 
whole  wheat  flour  appear  to  be  better  or 
of  greater  value  than  It  Is,  the  optional 
bleaching  Ingredient  azodlcarbonamlde 
(complying  with  the  requirements  of 
S  172.806  of  this  chapter.  Including  the 
quantatlve  limit  of  not  more  than  45 
parts  per  million)  or  chlorine  dioxide,  or 
chlorine,  or  a  mixture  of  nltrosyl  chloride 
and  chlorine,  may  be  added  In  a  quan¬ 
tity  not  more  than  sufficient  for  bleach¬ 
ing  and  artificial  aging  effects. 

(b)  (1)  AH  optional  Ingredients  used  in 
the  food  shall  be  declared  on  the  label 
as  required  by  the  applicable  sections  of 
Part  101  of  this  chapter. 

(2)  When  ascorbic  acid  is  added,  the 
label  Shan  bear  the  statement  "Ascorbic 
add  added  as  a  douidi  conditioner”. 
When  the  optional  Ingredient  "a-amy¬ 
lase  obtained  from  Aspergillus  oryzae" 
Is  used.  It  shaU  be  dedaied  by  that  name 
in  the  list  of  ingredients.  When  any  op¬ 
tional  bleaching  Ingredient  is  used,  the 
label  shan  bear  the  word  "Bleached”. 
Wherever  the  name  of  the  food  appears 
(m  the  label  so  ccmsplcuously  as  to  be 
easily  seen  under  customary  conditions 
of  purchase,  the  word  "Bleached”  shaU 
Immediately  and  conspicuously  precede 
or  foUow  such  name,  without  Intervening 
written,  printed,  or  graphic  matter;  ex¬ 
cept  that  where  such  name  Is  a  part  of 
a  trademark  or  brand,  other  written, 
printed,  or  graphic  matter,  which  is  also 
a  part  of  such  trademark  or  brand,  may 
so  Intervene  if  the  word  “Bleached”  is 
In  such  Juxtaposition  with  such  trade¬ 
mark  or  brand  as  to  be  conspicuously 
related  to  such  name. 

(c)  For  the  purposes  of  this  section: 

(1)  Moisture  Is  determined  by  the 
method  prescribed  in  "Official  and 
Tentative  Methods  of  Analysis  of  the 
Association  of  Official  Agricultural 
Chemists,”  5th  Edltlmi.  1940.  page  211. 
under  “Vacuum  Oven  Method — Official.” 
[Ed.  note.  10th  edition,  1965,  p.  191,  secs. 
13.002, 13X)05.1 

(2)  The  method  referred  to  In  para¬ 
graph  (a)  of  this  section  Is  as  foUows: 
Use  No.  8  and  No.  20  sieves,  having  stand¬ 
ard  8-lnch  fuU  height  frames,  complying 
with  the  specifications  for  wire  cloth  and 
sieve  frames  In  “Standard  Specifications 
for  Sieves,”  published  March  1.  1940,  In 
L.  C.  584  of  the  UJSL  Departmmt  of 
Ccxnmerce,  National  Bureau  ot  Stand¬ 
ards.  Fit  a  No.  8  sieve  Into  a  No.  20  sieve. 
Attach  bottom  pan  to  the  No.  20  sieve. 
Pour  100  gm.  of  the  sample  into  the  No. 
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8  sieve.  Attach  cover  and  hold  the  as- 
semUy  In  a  slightly  Inclined  position  with 
one  hand.  Shake  the  sieves  by  striking 
the  sides  against  the  other  hand  with  an 
upward  stroke,  at  the  rate  of  about  150 
times  per  minute.  Turn  the  sieves  about 
(me-sixth  of  a  revolution  each  time  In  the 
same  direction,  after  each  25  strokes. 
Continue  shaking  for  2  minutes.  Weigh 
the  material  which  fails  to  pass  through 
the  No.  8  sieve  and  the  material  which 
passes  through  the  No.  20  sieve. 

§  137.205  Ilromated  nhule  mIwmI  flour. 

Bromated  whole  wheat  flour  conforms 
to  the  definition  and  standard  of  Identity, 
and  is  subject  to  the  requirements  for 
label  statement  of  optlonsd  ingredients, 
prescribed  for  wh(de  wheat  flour  by 
i  137.200,  except  that  potassium  bromate 
Is  added  In  a  quantity  not  exceeding  75 
parts  to  each  mlllkm  parts  of  finished 
bromated  whole  wheat  flour. 

$137,211  White  com  flour. 

(a)  White  com  flour  is  tlie  food  pre¬ 
pared  by  so  grinding  and  bolting  cleaned 
white  com  that  when  tested  by  the  meth¬ 
od  prescribed  in  paragraph  (b)  (2)  of  this 
section,  not  less  than  98  percent  passes 
through  a  No.  50  sieve  and  not  less  than  a 
50  percent  passes  through  No.  70  woven- 
wlre  cloth.  Its  moisture  content  is  not 
more  than  15  percent.  In  its  preparation, 
part  of  the  ground  com  may  be  removed, 
but  in  any  such  case,  the  content  (on  a 
moisture-free  basis)  of  neither  the  cmde 
fiber  nor  fat  In  the  finished  white  com 
flour  exceeds  the  cemtent  (on  a  moisture- 
free  basis)  of  such  substance  in  the 
cleaned  com  from  which  it  was  groxmd. 

(b)  (1)  For  the  purpose  of  this  section, 
moisture,  fat,  ami  crude  fiber  are  deter¬ 
mined  by  methods  therefor  referred  to 
In  i  137.250  (b)  (1). 

(2)  The  method  referred  to  in  para¬ 
graph  (a)  of  this  section  Is  as  foUows: 
Weigh  5  grams  of  sample  Into  a  tared 
truncated  metal  cone  (top  diameter  5 
centimeters,  bottom  diameter  2  centi¬ 
meters,  height  4  centimeters),  fitted  at 
bottexn  with  70-mesh  wire  cloth  com¬ 
plying  with  the  specifications  for  No.  70 
wire  cloth  In  "Standard  Specifications  for 
Sieves,”  published  March  1,  1940  in  L.  C. 
584  of  tte  Bureau  of  Standards.  United 
States  Department  of  Commerce.  Attach 
cone  to  a  suction  flask.  Wash  with 
150  ml.  of  petroleum  ether  applied  In  a 
small  stream  without  suctl^  while 
gently  stirring  the  sample  with  a  small 
glass  rod.  Apply  suction  for  2  minutes 
after  washing  is  completed,  then  shake 
the  c<xie  for  2  minutes  with  a  vigorous 
horizontal  motion,  striking  the  side 
against  the  hand,  and  then  weigh.  Hie 
decrease  in  weight  of  sample,  calculated 
as  percent  by  weight  of  sample  shall  be 
considered  the  percent  passing  through 
No.  70  wire  cloth.  Transfer  the  residue 
from  cone  to  a  No.  50  sieve  having  a 
standard  8-lnch  diameter  fuU-helght 
frame,  complying  with  the  specifications 
for  wire  cloth  and  sieve  frame  in  said 
“Standard  Specifications  for  Sieves.” 
Shsike  for  2  minutes  with  a  vigorous 
horizontal  motion,  striking  the  side 
against  the  hand;  remove  and  weigh  the 
residue;  calctilate  the  weight  of  residue 
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as  percent  by  weight  of  sample,  and  sub¬ 
tract  from  100  percent  to  obtain  the  per¬ 
cent  of  sample  passing  through  the  No. 
50  sieve. 

§137.215  Yellow  com  flour. 

Yellow  com  flour  conforms  to  the  defi¬ 
nition  and  standard  of  Identity  pre¬ 
scribed  by  §  1S7.211  for  white  com  flour 
except  that  cleaned  yellow  com  is  used 
instead  of  clean  white  com. 

§  137.220  Durum  flour. 

(a)  EHirum  flour  is  the  food  prepared 
by  grinding  and  bolting  cleaned  dunun 
wheat.  When  tested  for  granulation  as 
prescribed  in  S  137.105(c)  (4),  not  less 
than  98  percent  of  such  flour  passes 
through  the  No.  70  sieve.  It  is  freed  from 
bran  coat,  or  bran  coat  and  germ,  to  such 
extent  that  the  percent  of  ash  therein, 
calculated  to  a  moisture-free  basis,  is 
not  more  than  1.5  percent.  Its  moisture 
content  is  not  more  than  15  percent. 

(b)  For  the  purpose  of  this  section, 
ash,  moisture,  and  granulation  are  de¬ 
termined  by  the  methods  prescribed  in 
S  137.105(c). 

§  137.225  'Wliole  durum  flour. 

Whole  durum  wheat  flour  conforms  to 
the  definition  and  standard  of  identity, 
and  is  subject  to  the  requirements  for 
label  statement  of  optional  Ingredients, 
prescribed  for  whole  wheat  flour  by 
S  137.200,  except  that  cleaned  durum 
wheat.  Instead  of  cleaned  wheat  other 
than  durum  wheat  and  red  durum  wheat, 
is  used  in  its  preparation. 

§  137.230  Corn  grit8. 

(a)  Grits,  corn  grits,  hominy  grits,  is 
the  food  prepared  by  so  grinding  and 
sifting  cleaned  white  com,  with  removal 
of  com  bran  and  germ,  that: 

(1)  On  a  moisture-free  basis  its  crude 
fiber  content  is  not  more  than  1.2  percent 
and  its  fat  content  is  not  more  than  2.25 
percent;  and 

(2)  When  tested  by  the  method  pre¬ 
scribed  in  paragraph  (b)  (2)  of  this  sec¬ 
tion  not  less  than  95  percent  passes 
through  a  No.  10  sieve  but  not  more  than 
20  percent  through  a  No.  25  sieve. 

(b) (1)  For  the  purposes  of  this  sec¬ 
tion  moisture,  fat,  and  cmde  fiber  are 
determined  by  methods  therefor  re¬ 
ferred  to  in  S  137.250(b)  (1) . 

(2)  The  method  referred  to  in  para¬ 
graph  (a)  of  this  section  is  as  follows: 
Use  No.  10  and  No.  25  sieves,  having 
standard  8-inch  diameter  full-height 
frames,  complying  with  the  specifica¬ 
tions  for  wire  cloth  and  sieve  frames  in 
“Stcmdard  Specifications  for  Sieves,” 
published  March  1.  1940,  in  L.  C.  584  of 
the  Bureau  of  Standards,  United  States 
D^artment  of  Ccnnmerce.  Attach  bot- 
tmn  'pan  to  No.  25  sieve.  Fit  the  No.  10 
sieve  into  the  No.  25  sieve.  Pour  100 
grains  of  sample  into  the  No.  10  sieve, 
attach  cover  and  hold  assembly  in  a 
slightly  Inclined  position,  shake  the 
sieves  by  striking  the  sides  against  one 
hand  with  an  upward  stroke,  at  the  rate 
of  about  150  times  per  minute.  Turn 
the  sieves  about  one-sixth  of  a  revolu¬ 
tion  each  time  In  the  same  directicm 


after  eadi  25  strokes.  Continue  shak¬ 
ing  for  2  minutes.  Weigh  separately  the 
material  remaining  the  No.  10  sieve 
and  in  the  pan,  and  calculate  each 
weight  as  percent  of  sample.  The  per¬ 
cent  of  sample  passing  through  a  No.  10 
sieve  shall  be  determined  by  subtracting 
from  100  percent  the  percent  ranain- 
ing  on  the  No.  10  sieve.  The  percent  of 
material  in  the  pcm  shall  be  considered 
as  the  iiercent  passing  through  a  No.  25 
sieve. 

§  1.37.235  Enriched  corn  grits. 

(a)  Enriched  com  grits  are  the  foods, 
each  of  which  conforms  to  the  definition 
and  standard  of  idratity  prescribed  for 
grits,  yellow  grits,  quick  cooking  grits 
by  §1 137.230, 137.240,  and  137.245,  except 
that; 

1 1 )  It  contains  in  each  poimd  not  less 
than  2.0  mg.  and  not  more  than  3.0 mg. 
of  thiamine,  not  less  than  1.2  mg., and 
not  more  than  1.8  mg.  of  riboflavin,  not 
less  than  16  mg.  and  not  more  than  24 
mg.  of  niaciii  or  niacinamide,  not  less 
than  13  mg.  and  not  more  than  26  mg.  of 
iron  (Fe) ; 

(2)  It  may  contain  in  each  pound  not 
less  than  250  U.S.P.  imits  and  not  more 
than  1,000  U.S.P.  units  of  vitamin  D; 
and 

(3)  It  may  contain  in  each  pound  not 
less  than  500  mg.  and  not  more  than  750 
mg.  of  calcium  (Ca).  Ircm  and  calcium 
may  be  added  only  in  forms  which  are 
harmless  and  assimilable.  The  vitamins 
referred  to  in  paragraph  (a)(1)  of  this 
section  may  be  combined  with  harmless 
substances  to  render  them  insoluble  In 
water  if  the  w'ater-insoluble  products  are 
assimilable.  The  substances  referred  to  in 
this  subparagraph  and  in  paragraphs  (a) 
(1>  apd  <2)  of  this  section  may  be  added 
in  a  harmless  carrier;  such  carrier  is 
used  only  in  the  quantity  necessary  to 
effect  an  intimate  and  imiform  admix¬ 
ture  of  such  substances  with  the  kind  of 
com  grits  used.  Dried  yeast  in  quantities 
not  exceeding  1.5  percent  by  weight  of 
the  finished  food  may  be  used. 

(b)  The  name  of  each  kind  of  en¬ 
riched  com  grits  is  the  word  “Enriched” 
follow'ed  by  the  name  of  the  kind  of  com 
grits  used  which  is  prescribed  in  the  defi¬ 
nition  and  standard  of  identity  therefor. 

§  137.240  Quirk  grits. 

(a)  Quick  grits,  quick  cooking  grits 
are  the  foods,  each  of  which  conforms 
to  the  definition  and  standard  of  iden¬ 
tity  prescribed  for  a  kind  of  grits  by 
§S  137.230  or  137.245,  except  that  in  proc¬ 
ess  of  preparation  the  grits  are  lightly 
steamed  and  slightly  compressed  so  as 
to  fracture  the  particles. 

(b)  The  name  of  each  kind  of  grits 
is  “Quick”  or  “Quick  cooking”  followed 
by  the  name  of  the  kind  of  grits  used 
which  is  prescribed  in  the  definition  and 
standard  of  identity  therefor. 

§  137.245  Yellcm  grits. 

Yellow  grits,  yellow  TOm  grits,  yellow 
hominy  grits,  conforms  to  the  definition 
and  standard  of  Identity  prescribed  by 
1  137.230  for  grits  except  that  denned 
ydlow  com  is  used  Instead  of  denned 
white  com. 


§  137.250  White  com  meal. 

(a)  White  com  meal  Is  the  food  pre¬ 
pared  by  so  grinding  cleaned  white  com 
that  when  tested  by  the  method  pre¬ 
scribed  in  paragraph  (b)  (2)  ot  this  sec¬ 
tion  not  less  than  95  percent  passes 
through  a  No.  12  sieve,  not  less  than  45 
percent  through  a  No.  25  sieve,  but  not 
more  than  35  percent  through  a  No.  72 
grits  gauze.  Its  moisture  content  is  not 
more  than  15  percent.  In  its  preparation 
coarse  particles  of  the  ground  com  may 
be  separated  and  discarded,  or  reground 
and  recombined  with  all  or  part  of  the 
material  from  which  they  were  sepa¬ 
rated,  but  in  any  such  case  the  crude 
fiber  content  of  the  finished  com  meal 
is  not  less  than  1.2  percent  and  not  more 
than  that  of  the  cleaned  com  from  which 
it  was  ground,  and  its  fat  c<mtent  does 
not  differ  more  than  0.3  percent  from 
that  of  such  com.  The  contents  of  crude 
fiber  and  fat  in  all  the  foregoing  provi¬ 
sions  relating  thereto  are  on  a  moisture- 
free  basis. 

(b) (1)  For  the  purposes  of  this  sec¬ 
tion  moisture  is  determined  by  the 
method  prescribed  in  “Official  and  Ten¬ 
tative  Methods  of  Analysis  of  the  Asso¬ 
ciation  of  OfiBcial  Agricultural  CBiemists,” 
6th  edition,  page  259,  sections  20.70  and 
20.71  FEd.  note,  10th  edition,  1965,  p.  202, 
secs.  13.058,  13.0591,  fat  is  determined  by 
the  method  prescribed  on  pages  259  and 
260,  sections  20.70  and  20.73  [Ed.  note, 
10th  edition,  1965,  p.  202,  secs.  13.058, 
13.0631;  and  cmde  fiber  determined  by 
the  method  prescribed  on  pages  259  and 
260,  sections  20.70  and  20.74  [Ed.  note, 
10th  edition.  1965,  p.  202,  secs.  13.058. 
13.0611. 

(2)  The  method  referred  to  in  para¬ 
graph  (a)  of  this  section  is  as  follows' 
Use  No.  12  and  No.  25  sieves,  having 
standard  8-inch  diameter,  full-height 
frames,  complying  with  the  specifica¬ 
tions  for  wire  cloth  and  sieve  frames  in 
“Standard  Specifications  for  Sieves,” 
published  March  1,  1940,  in  L.C.  584  of 
the  Bureau  of  Standards,  United  States 
Department  of  Ccunmerce.  A  sieve  with 
frame  of  the  same  dimensions  as  the  Nos. 
12  and  25  and  fitted  with  72  XXX  grits 
gauze  is  used  as  the  third  sieve.  It  is 
referred  to  hereafter  as  the  No.  72  sieve. 
The  72  XXX  grits  gauze  has  openings 
equivalent  in  size  with  those  of  No.  70 
woven-wire  cloth,  complying  with  speci¬ 
fications  for  such  cloth  contained  in  such 
“Standard  Specifications  for  Sieves.”  At¬ 
tach  bottom  pan  to  No.  72  sieve.  Fit 
the  No.  25  sieve  into  the  No.  72  sieve 
and  the  No.  12  sieve  into  the  No.  25  sieve. 
Pour  100  grams  of  sample  into  the  No. 
12  sieve,  attach  cover  and  hold  the  as¬ 
sembly  in  a  slighUy  inclined  position  and 
shake  the  assembly  of  sieves  by  striking 
the  sides  against  one  hand  with  an  up¬ 
ward  stroke,  at  the  rate  of  about  150 
times  per  minute.  Turn  the  assembly 
of  sieves  about  one-sixth  of  a  revoluticm, 
each  time  in  the  same  direction,  after 
each  25  strokes.  Continue  shaking  for  2 
minutes.  Weigh  separately  the  material 
remaining  on  each  sieve  and  in  the  pan, 
and  calculate  each  weight  as  percent  of 
sample.  Sometimes  when  meals  are 
test^,  fine  particles  clog  the  sieve  open- 
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Ings.  If  any  sieve  is  clogged  by  fine  mate¬ 
rial  smaller  than  its  open^s,  empty 
the  contents  onto  a  piece  of  paper.  Re¬ 
move  the  entrapped  material  <m  the  bot¬ 
tom  of  the  sieve  by  a  hair  brush  and  add 
to  the  sieve  below.  In  like  manner,  clean 
the  adhering  material  from  inside  the 
sieve  and  add  to  the  material  on  the 
paper.  Return  mixture  on  the  paper  to 
the  sieve,  reassemble  the  sieves,  and 
shake  in  the  same  manner  as  before  for 
1  minute.  Repeat  cleaning  procedure  if 
necessary  tmtil  a  5-gram  or  less  loss  In 
weight  occure  in  any  sieve  during  a  1- 
mlnute  shaking.  The  percent  of  sample 
passing  through  No.  12  sieve  shall  be 
determined  by  subtracting  from  100  per¬ 
cent.  the  percent  of  material  remaining 
on  the  No.  12  sieve.  The  percent  passing 
through  a  No.  25  sieve  shall  be  deter¬ 
mined  by  adding  the  percents  remaining 
on  the  No.  72  sieve  and  the  percent  In 
pan.  The  percent  in  the  pan  shall  be 
considered  as  the  percent  passing 
through  a  No.  72  XXX  grits  gauze. 

§  137.255  Bulled  white  corn  meal. 

(a)  Bolted  white  com  meal  is  the 
food  prn^ared  by  so  grinding  and  sifting 
clean^  white  com  that: 

(1)  Its  crude  fiber  contact  is  less  than 
1.2  percent  but  its  fat  content  is  not  less 
than  2.25  percent;  and 

(2)  When  tested  by  the  method  pre¬ 
scribed  in  i  137.250(b)  (2).  except  that 
a  No.  20  standard  sieve  Is  used  Instead 
of  the  No.  12  sieve,  not  less  than  95  per¬ 
cent  passes  through  a  No.  20  sieve,  not 
less  than  45  percent  through  a  No.  25 
sieve,  but  not  more  than  25  percent 
through  No.  72  XXX  grits  gause.  Its 
moisture  content  is  not  more  than  15 
percent.  In  its  preparation  particles  of 
ground  com  which  contain  germ  may  be 
separated,  reground,  and  recombined 
with  all  or  part  of  the  material  from 
which  it  was  separated,  but  in  any  such 
case  the  fat  content  of  the  finished 
bolted  white  com  meal  does  not  exceed 
by  more  than  0.3  percent  the  fat  ccmtent 
of  the  cleaned  com  from  which  it  was 
ground.  The  contents  of  crude  fiber  and 
fat  in  all  the  foregoing  provisions  relat¬ 
ing  thereto  are  on  a  moisture-free  basis. 

(b)  For  the  purposes  of  this  section, 
moisture,  fat  and  cmde  fiber  are  deter¬ 
mined  by  the  methods  therefor  referred 
toinS  137.250(b)(1). 

§  137.260  Enrirhed  corn  mrslft. 

(a)  Enriched  com  meals  are  the  foods, 
each  of  which  conforms  to  the  definition 
and  standard  of  identity  prescribed  for  a 
kind  of  com  meal  by  {{  137.250.  137.255. 
137.265,  137.270,  137.275,  137.280,  137.285, 
and  137.290,  except  that: 

(1)  It  contains  in  each  pound  not  less 
than  2.0  mg.  and  not  more  than  3.0  mg. 
of  thiamine,  not  less  than  1.2  mg.  and 
not  more  than  1.8  mg.  of  rlbofiavln.  not 
less  than  16  mg.  and  not  more  than  24 
mg.  of  niacin  or  niacinamide,  and  not 
less  than  13  mg.  and  not  more  than  26 
mg.  of  Iron  (Fe) ; 

(2)  It  may  ccmtatai  in  each  pound  not 
less  than  250  U.  S.  P.  units  and  not  more 
than  1,000  U.  B.  P.  units  of  vitamin  D; 
and 


(3)  It  may  contain  In  each  pound  not 
V>!M  than  500  milligrams  and  not  more 
tha.n  750  milligrams  of  calcium  (Ca) ; 
Prodded,  however.  That  enriched  self- 
rising  com  meals  shall  contain  In  each 
pound  not  more  than  1,750  mUUgrams 
of  cakdiun  (Ca) .  Iron  and  calcium  may 
be  added  only  in  forms  which  are  harm¬ 
less  and  asslmflable.  The  substances 
referred  to  in  this  paragraph  (a)  (3)  and 
in  paragraphs  (a)  (1)  and  (2)  of  this  sec¬ 
tion  may  be  added  In  a  harmless  carrier 
which  does  not  impair  the  enriched  com 
meal;  such  carrier  is  used  only  in  the 
Quantity  necessaiy  to  effect  an  Intimate 
and  unifmin  admixture  of  such  sub¬ 
stances  with  the  kind  of  com  meal  used. 
Drted  yeast  In  quantities  not  exceeding 
1.5  percent  by  weight  of  the  finished  food 
may  be  used. 

(b)  The  name  of  each  kind  of  en¬ 
riched  com  meal  Is  the  word  ‘TSnriched’* 
followed  by  the  name  of  the  kind  of  com 
meal  used  which  Is  prescribed  In  the 
d^nltion  and  standard  of  identity 
therefor. 

§  137.265  Dfgrrmiiuited  white  corn 
meal. 

(a)  Degermlnated  white  com  meal, 
degermed  white  com  meal.  Is  the  food 
prepared  by  grinding  cleaned  white 
com  and  removing  bran  and  germ  so 
that: 

(1)  On  a  moisture-free  basis,  its  crude 
fiber  cimtent  Is  less  than  U  p^cent  and 
Its  fat  content  Is  less  than  2.2S  percent; 
and 

(2)  When  tested  by  the  method  pre¬ 
scribed  in  i  137 .250  (b)  (2),  except  that 
a  No.  20  standard  sieve  Is  used  Instead 
of  a  No.  12  sieve,  not  less  than  95  per¬ 
cent  passes  through  a  Na  20  sieve,  not 
less  than  45  p>ercent  through  a  Na  25 
sieve,  but  not  more  than  25  percent 
through  No.  72  XXX  grits  gauae.  Its 
moisture  content  is  not  more  than  15 
I)ercent. 

(b)  For  the  purposes  of  this  aectlon. 

moisture,  fat  and  crude  fiber  are  deter¬ 
mined  by  methods  therefmr  referred  to 
in  1  137.250(b)(1).  ^ 

S  137.270  Self -rising  whhc  com  meal. 

(a)  Self-rising  white  com  meal  Is  an 
Intimate  mixture  of  white  com  meal, 
sodium  bicarbonate,  and  one  both  of 
the  acid-reacting  substances  monocal¬ 
cium  i^osphate  and  sodium  aluminum 
phosphate.  It  is  seasoned  with  salt. 
When  It  is  tested  by  the  method  pre¬ 
scribed  in  paragraph  (b)  of  this  section, 
not  less  than  0.5  percent  of  carbon 
dioxide  Is  evolved.  The  acid-reacting 
substance  is  added  in  sufficient  qiumtity 
to  neutralize  the  sodium  bicarbonate. 
The  combined  weight  of  such  acid-react¬ 
ing  substance  and  sodium  bicarbonate  Is 
not  more  than  4JS  psirts  to  each  100  parts 
of  white  com  meal  used. 

(b)  The  method  referred  to  in  para¬ 
graph  (a)  of  this  section  is  the  method 
prescribed  in  *TDfllclal  and  Tentative 
Methods  of  Analysis  of  the  Association 
of  Official  Agricultural  Chemists,’*  6th 
Edition,  beginning  on  page  208  [Ed.  note, 
10th  edition,  1955,  p.  119,  secs.  7.002, 
7.0031  under  **Oasometrie  Method  (2) 


with  Chittick’s  Apparatus — Ofificlal.*'  ex¬ 
cept  that  the  following  procedure  b  sub¬ 
stituted  for  the  procedure  specified  there¬ 
in  under  ‘‘17.6 — Eietomlnatlon’*: 

(1)  Weigh  17  grams  of  the  official  sam¬ 
ple  into  fiask  A,  add  15-20  glass  beads 
(4-6  mm.  diameter),  and  connect  thb 
fiask  with  the  appcutitus  (fig.  25) .  Open 
st(Y>cock  C  and  by  means  of  the  leveUng 
bulk  S  bring  the  displacement  solution 
to  the  25  cc.  graduation  above  the  zero 
mark.  (This  25  ca  b  a  partial  allow¬ 
ance  for  the  volume  of  acid  to  be  used 
in  the  decomposition.)  Allow  the  ap¬ 
paratus  to  stand  1-2  minutes  to  Insure 
that  the  temperature  and  ‘pressure 
within  the  apparatus  are  the  same  as 
those  of  the  room.  Close  ttie  stopcock, 
lower  the  leveling  bulb  somewhat  to  re¬ 
duce  the  pressure  within  the  apparatus, 
and  slowly  run  into  the  decmnposltlon 
fiask  from  burette  F  45  cc.  of  sulfuric 
add  (1-1-5).  To  prevent  the  liberated 
^carbon  (lloxide  fixHn  escaping  through 
‘the  acid  burette  mto  the  air,  keep  the 
dbplacement  solution  In  the  leveling 
bulb  at  all  times  during  the  decomposi¬ 
tion  at  a  lower  level  bian  that  in  the 
gas-measuring  tuba  Rotate  and  then 
vigorously  agitate  the  decomposition 
flask  for  3  minutes  to  mix  the  con¬ 
tents  intimately.  Allow  to  stand  for  IQ 
minutes  to  bring  to  equilibrium.  Equal¬ 
ize  the  pressure  in  toe  measuring  tube 
by  means  of  the  leveling  bulb  and  read 
the  volume  of  gas  from  the  zero  point  on 
the  tube.  Deduct  20  ca  fnnn  thb  rciul- 
Ing  (thb  20  ca  together  with  previous 
allowance  of  25  ca  cmnpensates  for  the 
45  ca  acid  used  in  toe  decomposition). 
Observe  the  temperature  of  toe  air  sur¬ 
rounding  the  apparatus  and  also  the 
barometric  pressure  and  multiply  the 
number  of  cc.  of  gas  evolved  by  the  fac¬ 
tor  given  in  Table  44.30  [Ed.  note,  10th 
edlUon.  1965,  p.  887,  sea  43.0281— Refer¬ 
ence  Tables  for  the  temperature  and 
pressmre  observed.  Divide  the  corrected 
reading  by  100  to  obtain  the  apparent 
percent  by  weight  of  carbon  dioxide  in 
the  official  sample. 

(2)  Correct  the  apparent  percent  of 
cqrbon  dioxide  to  compensate  for  vary¬ 
ing  atmospheric  conditions  by  immedi¬ 
ately  assaying  a  synthetic  sample  by  the 
same  method  in  the  same  apparatus. 

(3)  Prepare  the  synthetic  sample  with 
16.2  grams  of  com  meal,  0.30  gram  of 
monocalcium  phosphate,  0.30  gram  of 
salt,  and  a  suf^ient  quantity  of  sodium 
bicarbonate  UBJ*.  (dried  over  sulfuric 
acid)  to  yield  the  amount  of  carbon  di¬ 
oxide  recovered  in  assay  of  official 
sample.  Determine  thb  quantity  by 
multiplying  webdit  of  carbon  dioxide 
recovered  in  assay  of  official  sample  by 
1.91. 

(4)  Divide  the  weight  of  carbon  diox¬ 
ide  recovered  from  synthetic  sample  by 
weight  of  carbon  dioxide  contained  in 
sodium  bicarbonate  used. 

(5)  Divide  toe  quotient  into  toe  ap¬ 
parent  percent  of  cartxm  dioxide  in  of¬ 
ficial  sample  to  obtain  percent  of  carbon 
dioxide  evolved  from  the  official  sampte. 

8  137.275  Yellow  corn  med. 

Yellow  com  meal  conforms  to  the  def- 
inltkm  and  standard  of  identity  iww- 
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scribed  by  S  137.250  tor  white  com  meal 
except  that  cleaned  yellow  com  Is  used 
Instead  oi  cleaned  white  com. 

§  137.280  Bolted  yellow  corn  meal. 

Bolted  yellow  com  meal  conforms  to 
the  definition  and  standard  of  Identity 
prescribed  by  i  137.255  fOT  bolted  white 
com  meal  except  that  cleaned  yellow 
com  Is  used  Instead  of  cleaned  white 
com. 

§  137.285  Degerminated  yellow  corn 
meal. 

Degerminated  yellow  com  meal,  de- 
germed  yellow  com  meal,  conforms  to 
the  definition  and  standard  of  Identity 
prescribed  by  §  137.265  tor  degerminated 
white  com  meal  except  that  cleaned  yel¬ 
low  com  is  used  instead  of  cleaned  white 
com. 

§  137.290  Self-rising  yellow  com  meal. 

Self-rising  y^ow  com  meal  conforms 
to  the  definltl(xi  and  standard  of  Identity 
prescribed  by  §137.270  for  self-rising 
white  com  meal  except  that  yellow  com 
meal  is  used  Instead  of  white  com  meal. 

§  137.300  Farina. 

(a)  Farina  Is  the  food  prepared  by 
grinding  and  bolting  cleaned  wheat, 
other  than  dunun  wheat  and  red  diurun 
wheat,  to  such  fineness  that,  when  tested 
by  the  method  prescribed  In  paragraph 

(b)  (2)  of  this  section.  It  passes  through 
a  No.  20  sieve,  but  not  more  than  3  per¬ 
cent  passes  thTOUih  a  No.  100  sieve.  It  Is 
freed  frmn  bran  coat,  or  bran  coat  and 
germ,  to  such  extent  that  the  percent  of 
ash  therein,  calculated  to  a  moisture-free 
basis,  is  not  more  than  0.6  percent.  Its 
moisture  content  is  not  more  than  15 
percent. 

(b)  For  the  purposes  of  this  section; 

(1)  Ash  and  moisture  are  determined 
by  the  methods  therefor  referred  to  in 
§  137.105(c). 

(2)  The  method  referred  to  in  para¬ 
graph  (a)  of  this  section  is  as  follows: 
Use  No.  20  and  No.  100  sieves,  having 
standard  8-lnch  full-height  frames,  c(Hn- 
plying  with  the  specifications  for  wire 
cloth  and  sieve  frames  in  “Standard 
Specifications  for  Sieves,"  published 
March  1, 1940,  in  L.  C.  584  of  the  United 
States  Department  of  Commerce,  Na¬ 
tional  Bmeau  of  Standards.  Fit  a  No.  20 
sieve  into  a  No.  100  sieve.  Attach  bot¬ 
tom  pan  to  the  No.  100  sieve.  Pour  100 
grams  of  the  sample  into  the  No.  20  sieve. 
Attach  cover  and  hold  the  assembly  in  a 
slightly  inclined  position  with  one  hand. 
Shake  the  sieves  by  striking  the  sides 
against  the  other  hand  with  an  upward 
strc^e,  at  the  rate  of  about  150  times  per 
minute.  Turn  the  sieves  about  one- 
sixth  of  a  revolution,  each  time  in  the 
same  direction,  after  each  25  strokes. 
Continue  shaking  for  2  minutes.  Weigh 
the  material  which  fails  to  pass  through 
the  No.  20  sieve  and  the  material  which 
passes  through  the  No.  100  sieve. 

§  137.305  Enriclied  farina. 

(a)  Enriched  farina  conforms  to  the 
definition  and  standard  of  identity  ix«- 
scribed  for  farina  by  §  137.300,  exc^ 
that; 


(1)  It  contains  in  each  pound  not  less 
than  2.0  milligrams  and  not  more  than 
2.5  milligrams  of  thiamine,  not  less  than 
1.2  milligrams  and  not  more  than  1.5 
milligrams  of  rlbofiavin,  not  less  than 
16.0  milligrams  and  not  more  than  20.0 
milligrams  of  niacin  or  niacinamide,  and 
not  less  than  13.0  milligrams  of  iron 
(Fe). 

(2)  Vitamin  D  may  be  added  in  such 
quantity  that  each  poimd  of  the  finished 
enriched  farina  contains  not  less  than 
250  U.S.P.  units  of  the  optional  ingredient 
vitamin  D. 

(3)  Calciiun  may  be  added  in  such 
quantity  that  each  pound  of  the  finished 
enriched  farina  contains  not  less  than 
500  milligrams  of  the  optional  ingredient 
calcium  (C;a). 

(4)  It  may  contain  not  more  than  8 
percent  by  weight  of  the  optional  in¬ 
gredient  wheat  germ  or  partly  defatted 
wheat  germ. 

(5) (i)  It  may  contain  not  less  than 
0.5  percent  and  not  more  than  1  percent 
by  weight  of  the  optional  Ingredient  di- 
sodiiun  ihosphate;  or 

(ii)  It  may  be  treated  with  one  of  the 
proteinase  en2ymes  papain  or  pepsin  to 
reduce  substantially  the  time  required 
for  cooking.  In  such  treatment  pi^Ndn 
or  pepsin,  in  an  amount  not  to  exceed 
0.1  iiercent  by  weight,  is  added  to  the 
farina,  which  is  moistened,  warmed,  and 
subsequently  heated  sufficiently  to  in¬ 
activate  the  enzyme  and  to  dry  the  prod¬ 
uct  to  comply  with  the  limit  for  moisture 
prescribed  by  S  137.300(a) . 

(6)  In  determining  whether  the  ash 
contmt  complies  with  the  requirements 
of  this  section  allowance  is  made  for  ash 
resulting  from  any  added  iron  or  salts 
of  iron  or  calcium,  or  from  any  added 
disodium  phosphate,  or  from  any  added 
wheat  germ  or  partly  defatted  wheat 
germ. 

Iron  and  <;alcium  may  be  added  (mly  in 
forms  which  are  harmless  and  assimila¬ 
ble.  Dried  Irradiated  yeast  may  be  used 
as  a  source  of  vitamin  D.  The  sub¬ 
stances  referred  to  in  paragraiffis  (a) 

(1)  and  (2)  of  this  section  may  be  added 
in  a  harmless  carrier  which  does  not 
Impair  the  enriched  farina;  such  carrier 
is  used  only  in  the  quantity  necessary 
to  effect  an  intimate  and  tmlform  admix¬ 
ture  of  such  substances  with  the  farina. 

(b)(1)  All  (^tional  ingredients  used 
in  the  food  shall  be  declared  tm  the  label 
as  required  by  the  applicable  sections  of 
E*art  101  of  this  chapter. 

(2) (i)  When  the  (g>tional  ingredient 
disodium  phosphate  is  used,  the  label 
shall  bear  the  statement  “Disodium 
phosphate  added  for  quick  cooking”. 

(ii)  When  the  proteinase  enzyme 
treatment  is  used,  the  label  shall  bear 
the  statement  “Enzyme  treated  for 
quicker  cooking". 

(3)  Wherever  the  name  of  the  food  ap¬ 
pears  on  the  label  so  conspicuously  as  to 
be  easily  seen  under  customary  conditions 
of  purchase,  the  statements  prescribed  by 
paragraph  (b)(2)  of  this  section  shall 
immediately  and  conspicuously  precede 
or  follow  such  name  without  Intervening 
writt^  printed,  or  graphic  mattor;  ex- 
c^t  that  where  the  name  of  the  food  is  a 


part  of  a  trademaik  or  brand,  thm  other 
written,  printed,  or  graidilc  matter  that 
is  also  a  part  of  the  trademark  or  brand 
may  so  intervene,  if  such  statement  is  in 
such  juxtaposition  with  the  trademaik  or 
brand  as  to  be  ccxispicuously  related  to 
the  name  of  the  food. 

§  137.320  Semolina. 

(a)  Semolina  is  the  food  prepared  by 
grinding  and  bolting  cleaned  durum 
wheat  to  such  fineness  that,  when  tested 
by  the  method  prescribed  in  §  137.300(b) 
(2) ,  it  passes  through  a  No.  20  sieve,  but 
not  more  than  3  percent  passes  through 
a  No.  100  sieve.  It  is  freed  from  bran 
coat,  or  bran  coat  and  germ,  to  such 
extent  that  the  percent  of  ash  therein, 
calculated  to  a  moistiu^-free  basis,  is 
not  more  than  0.92  percent.  Its  moisture 
content  is  not  more  than  15  percent. 

(b)  For  the  purpose  of  this  secticm, 
ash  and  moisture  are  determined  by  the 
methods  therefor  referred  to  in  5 137.105 

(c). 

§137.350  Enriched  rirr. 

(a)  The  foods  tor  which  definitions 
and  standards  of  identity  are  prescribed 
by  this  section  are  forms  of  milled  rice 
(exc^t  rice  coated  with  talc  and  glucose 
and  known  as  coated  rice),  to  which  nu¬ 
trients  have  been  added  so  that  each 
pound  of  the  rice  contains: 

(1)  Not  less  than  2.0  milligrams  and 

not  more  than  4.0  milligrams  of  thia¬ 
mine;  not  less  than  1.2  milligrams  and 
not  more  than  2.4  milligrams  of  ribo¬ 
flavin;  not  less  than  16  milligrams  and 
not  more  than  32  milligrams  of  niacin  or 
niacinamide;  and  not  less  than  13  milli¬ 
grams  and  not  more  than  26  milligrams 
of  iron  (Fe) .  ^ 

(2)  Each  pound  may  contain  not  less 
than  250  U.S.P.  units  and  not  more  than 
1,000  U.S.P.  units  of  vitamin  D. 

(3)  Each  pound  may  contain  not  less 
than  500  milligrams  and  not  more  than 
1,000  milligrams  of  calcium  (Ca).  Cal¬ 
cium  carbonate  derived  from  the  use  of 
this  substance  in  milling  rice,  when  pres¬ 
ent  in  quantities  that  fm-nlsh  less  than 
500  milligrams  of  calcium  (Ca)  per 
pound,  is  considered  a  normal  ingredient 
of  the  milled  rice  used  and  not  an  option¬ 
al  ingredient  of  the  enriched  rice  imless 
such  enriched  rice  is  labeled  to  show 
it  cmitains  the  optional  Ingredient  cal¬ 
cium.  Iron  and  c^cium  may  be  added 
only  in  forms  that  are  harmless  and 
assimilable.  The  vitamins  referred  to  in 
paragraphs  (a)  (1)  and  (2)  of  this  sec¬ 
tion  may  be  combined  with  harmless 
substances  to  render  them  insoluble  in 
water,  if  the  water-insoluble  products 
are  assimilable. 

(4)  In  the  case  of  enriched  parboiled 
rice,  butylated  hydroxytoluene  may  be 
added  as  an  optional  ingredient  in  an 
amount  not  to  exceed  0.0033  percent  by 
weight  of  the  finished  food. 

(b)  The  substances  referred  to  in  par- 
agraidi  (a)  (1),  (2),  and  (3)'  of  this 
section  may  be  added  in  a  harmless  car-' 
rler.  Such  carrier  is  used  only  in  the 
quantity  necessary  to  effect  an  intimate 
and  tmlform  mixture  of  such  substancee 
with  the  rice. 
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(c)  Unless  the  label  of  the  food  bears 
the  statement  “To  retain  vitamins  do 
not  rinse  before  or  drain  after  cooking” 
immediately  preceding  or  following  the 
name  of  the  food  and  in  letters  not  less 
than  one-fourth  the  point  size  of  type 
used  for  printing  the  name  of  the  food 
(but  in  no  case  less  than  8-point  type) 
and  the  label  bears  no  cooking  directions 
calling  for  washing  or  draining  or  unless 
the  food  is  precooked  and  it  is  packaged 
in  consiuner  packages  which  are  con¬ 
spicuously  and  prominently  labeled  with 
directions  for  preparation  which,  if  fol¬ 
lowed,  will  avoid  washing  away  or  drain¬ 
ing  off  enriching  ingredients,  the  sub¬ 
stances  named  in  paragraph  (a)  (1).  (2) , 
and  (3)  of  this  section  shall  be  present  in 
such  quantity  or  in  such  form  that  when 
the  enriched  rice  is  washed  as  prescribed 
in  paragraph  (e)  of  this  section,  the 
washed  rice  contains  not  less  than  85 
percent  of  the  minimum  quantities  of  the 
substances  named  in  paragraph  (a)  (1) 
of  this  section,  as  required  tor  enriched 
rice;  and  in  case  any  optional  ingredients 
named  in  paragraph  (a)  (2)  and  (3)  of 
this  section  are  us^,  the  washed  rice  also 
contains  not  less  than  85  percent  of  the 
minimum  quantity  specified  for  the  sub¬ 
stance  or  substances  used. 

(d)  The  name  specified  for  each  food 
for  which  a  definition  and  standard  of 
identity  is  prescribed  by  this  section  is 
the  common  name  of  the  kind  of  milled 
rice  to  which  the  enriching  substances 
are  added,  preceded  by  the  word  “en¬ 
riched”  as,  for  example,  “Enriched  rice” 
or  “Enriched  parboiled  rice”. 

(e)  The  method  referred  to  in  para¬ 
graph  (c)  of  this  section  is  as  follows; 
Mix  the  contents  of  one  or  more  contain¬ 
ers  and  transfer  >4  pound  thereof  to  a 
4-liter  flask  containing  2  liters  of  dis¬ 
tilled  water  at  room  temperature  (but 
not  below  20*  C) .  Stopper  the  flask  and 
swirl  it  moderately  for  ^  minute  so  that 
the  rice  is  In  motion  and  in  iml- 
form  8usi}ension.  Allow  the  rice  to 
settle  for  >/4  minute,  then  pour  off  1,600 
milliliters  of  the  water,  together  with 
any  floating  and  suspended  matter,  and 
discard.  To  the  contents  of  the  flask, 
add  1,600  milliliters  of  distilled  water  and 
20  milliliters  of  10  N  hydrochloric  acid. 
Agitate  vigorously  and  wash  down  the 
sides  of  the  flask  with  150  milliliters  of 
0.1  N  hydrochloric  acid.  In  order  to 
avoid  excess  foaming  during  the  extrac¬ 
tion,  heat  the  mixture  slowly  to  about 
100*  C,  agitate  agently  if  necessary,  and 
maintain  at  this  temperature  until  air 
is  expelled.  Again  wa^  down  the  sides 
of  the  flask  with  150  milliliters  of  0.1  N 
l^drochloric  aci(L  Heat  the  mixture  in 
an  autoclave  at  120*  C  to  123*  C  for 
30  minutes,  remove  and  c(x>l  to  room 
temperature.  Dilute  the  mixtme  with 
distilled  water  so  that  the  total  volume 
is  2,500  milliliters.  Swirl  the  flask,  and 
while  the  solids  are  in  uniform  suspen¬ 
sion  pour  off  about  250  milliliters  of  the 
mixture  for  later  determination  of  iron 
(and  calcium.  If  this  Is  to  be  deter¬ 
mined)  .  With  filter  paper  that  has  been 
shown  not  to  adsorb  thiamine,  ribo¬ 
flavin,  or  niacin,  filter  enough  of  the 
remaining  mixture  for  determination  of 


thiamine,  riboflavin,  and  niacin.  (In 
the  case  of  a  mixture  difficult  to  filter, 
centrifuging  or  filtering  through  fritted 
glass,  or  both,  using  a  suitable  analytical 
filter  •‘aid,  may  be  substituted  for,  or  may 
precede,  filtering  through  paper.)  Di¬ 
lute  an  aliquot  of  filtrate  with  0.1  hy¬ 
drochloric  acid,  so  that  each  milliliter 
contains  about  0.2  microgram  of  thia¬ 
mine,  and  determine  thiamine  by  the 
method  entitled  “Rapid  Pluorometric 
Method — Official.”  beginning  with  sec¬ 
tion  38.32  of  the  book  “Official  Methods 
of  Analysis  of  the  Association  of  Official 
Agricultural  Chemists,”  8th  Edition, 
1955.  [Ed.  note.  10th  edition.  1965,  p. 
761,  sec.  39.028.1  With  a  suitable  aliquot 
determine  riboflavin  by  the  method  en¬ 
titled  “Pluorometric  Method — Official” 
in  the  same  book,  beginning  with  the 
third  sentence  of  the  second  paragraph 
in  section  38.35(a),  “Adjust,  with  vigor¬ 
ous  agitation  *  *  [Ed.  note,  10th 
edition,  1965,  p.  762.  sec.  39.035.1  De¬ 
termine  niacin  in  a  200-milliliter  aliquot 
of  the  filtrate  by  the  method  entitled 
“Chemical  Method — Official"  in  the  same 
book,  beginning  in  the  second  sentence 
of  the  first  paragraph  in  section  38.47 

(a),  “adjust  to  pH  4.5  with  •  *  *.”  [Ed. 
note,  10th  edition,  1965,  p.  763.  sec. 
39.038.1 "  Evaporate  to  dryness  a  100- 
milllliter  aliquot  of  the  nonfiltered  ma¬ 
terial  withdrawn!  while  agitating,  and 
determine  iron  using  the  method  on  page 

208  of  the  same  book  entitled  “Iron — Of¬ 
ficial,”  [Ed.  note.  10th  edition.  1965,  p. 
192,  secs.  13.011-13.0131  and.  if  required, 
determine  calcium  as  directed,  on  page 

209  of  the  same  bo(^,  entitled  “Cal¬ 
cium — Official.”  (Ed.  note,  10th  edition, 
1965,  p.  193,  sec.  13.014.1 

(f)  When  the  optional  ingredient 
specified  in  paragraph  (a)  (4)  of  this  sec¬ 
tion  is  add^,  the  statement  “Butylated 
hydroxytoluene  added  as  a  preservative” 
shall  be  placed  on  the  label  prominently 
and  writh  such  conspicuousness  (as  com¬ 
pared  with  other  words,  statements,  de¬ 
signs,  or  devices  in  the  label)  as  to  render 
it  likely  to  be  read  and  tmderstocxl  by 
the  ordinary  individual  under  customary 
conditions  of  purchase. 

Note:  The  Order  of  the  Commissioner  of 
Food  and  Driigs  appearing  at  33  FJi.  1170, 
Feb.  26,  1058,  amending  paragnq>h8  (a)(1) 
and  (c)  proTldee  In  part  aa  follows:  The 
regulations  in  1  137.350  (formerly  f  16.535) 
are  stayed  Insofar  as  they  require  each  pound 
of  the  food  to  contain  not  leas  than  1.2  milli¬ 
grams  and  not  more  than  2.4  milligrams  of 
riboflavin.  This  stay  shall  continue  until  final 
action  Is  taken  disposing  oi  the  objections, 
after  public  hearing  thereon. 


PART  139— MACARONI  AND  NOODLE 
PRODUCTS 
Subpart  A — [Reserved] 

Subpart  B — Requirements  for  Specific 
Standardized  Macaroni  and  Noodle  Products 

139.110  Macaroni  products. 

139.116  Enriched  macaroni  products. 

139.117  Enriched  macaroni  products  with 

fortified  protein. 

139.130  Milk  macaroni  products. 

139.121  Nonfat  milk  macaroni  products. 
139.133  Enriched  nonfat  milk  macaroni 
products. 


139.125  Vegetable  macaroni  products. 
139.135  Enriched  vegetable  macaroni  prod¬ 
ucts. 

139.138  Whole  wheat  macaroni  products. 
139.140  Wheat  and  soy  macaroni  products. 
139.150  Noodle  products. 

139.155  Enriched  noodle  products. 

139.160  Vegetable  noodle  products. 

139.165  Enriched  vegetable  noodle  products. 
139.180  Wheat  and  soy  noodle  products. 

Authoritt:  Secs.  401,  701,  52  Stat.  1046,  as 
.imended,  1055-1056,  as  amended  (21  U  S  C. 
341,  371). 

Subpart  A — [Reserved] 

Subpart  B — Requirements  for  Specific 

Standardized  Macaroni  and  Noodle 

Products 

§139.110  Macaroni  product^. 

(a)  Macaroni  products  are  the  class  of 
food  each  of  which  is  prepared  by  drying 
formed  units  of  dough  made  from  semo¬ 
lina,  durum  flour,  farina,  flour,  or  any 
combination  of  two  or  more  of  these, 
with  water  and  with  or  without  one  or 
more  of  the  optional  ingredients  speci- 
fled  in  paragraphs  (a)  (1)  to  (6>,  in¬ 
clusive.  of  tills  section. 

(1)  Egg  white,  frozen  egg  white,  dried 
egg  white,  or  any  two  or  all  of  these, 
in  such  quantity  that  the  solids  thereof 
are  not  less  than  0.5  percent  and  not 
more  than  2.0  percent  of  the  weight  of 
the  finished  food. 

(2)  Disodium  phosphate,  in  a  quantity 
not  less  than  0.5  percent  and  not  more 
than  1.0  percent  of  the  weight  of  the 
finish^  food. 

(3)  Onions,  celery,  garlic,  bay  leaf,  or 
any  two  or  more  of  these,  in  a  quantity 
which  seasons  the  food. 

(4)  Salt,  in  a  quantity  which  seasons 
the  food. 

(5)  Gum  gluten,  in  such  quantity  that 
the  protein  content  of  the  finished  food 
is  not  more  than  13  percent  by  weight. 
The  finished  macaroni  prcxluct  con¬ 
tains  not  less  than  87  percent  of  total 
solids  as  determined  by  the  method  pre¬ 
scribed  in  “Official  and  Tentative  Meth¬ 
ods  of  Analysis  of  the  Association  of 
Official  Agricultural  Chemists,”  Fifth 
edition,  1940,  page  235  [Ed.  note,  10th 
edition,  1965,  p.  209,  sec.  13.1151,  under 
“Vacuum  Oven  Method — Official.” 

(6)  Concentrated  glyceryl  monostea¬ 
rate  (containing  not  less  than  90  per¬ 
cent  monoester).  In  a  quantity  not  ex¬ 
ceeding  2  percent  by  weight  of  the 
finished  food. 

(b)  Macaroni  is  the  macaroni  prod¬ 
uct  the  units  of  which  are  tube-shaped 
and  more  them  0.11  inch  but  not  more 
than  0.27  inch  in  diameter. 

(c)  Spaghetti  is  the  macaroni  pr(xl- 
uct  the  units  of  which  are  tube-shaped 
or  cord-shaped  (not  tubular)  and  more 
than  0.06  inch  but  not  more  than  0.11 
inch  in  diameter. 

(d)  Vermicelli  is  the  macaroni  product 
the  units  of  which  are  cord-shaped  (not 
tubular)  and  not  more  than  0.06  inch 
in  diameter. 

(e)  Hie  name  of  each  food  for  which 
a  definition  and  standard  of  identity  Is 
prescribed  by  this  section  Is  “Macaroni 
product”;  or  alternatively,  the  name  Is 
“Macaroni”,  “Spaghetti”,  or  “Vermi- 
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c^**.  as  the  ease  may  be.  when  the 
units  of  the  food  are  of  the  shapes  and 
sizes  specified  in  paragraph  (b),  (c),  or 
(d) ,  respectively,  of  this  section. 

(f)  (1)  When  disodium  ihosphate  is 
used  the  label  shall  bear  the  statement 
“Dlsodium  phoschate  added  for  quick 
cooking”. 

(2)  When  any  Ingredient  specified  in 

paragraph  (a)  (3)  of  this  secticm  is  used 
the  label  shall  bear  the  statement  “Sea¬ 
soned  with _ ”,  the  blank  being  filled 

in  with  the  common  name  of  the  ingre¬ 
dient;  or  in  the  case  of  bay  leaves  the 
statement  “Spiced”,  “Spice  added”,  or 
“Spiced  with  bay  leaves”. 

(3)  When  the  Ingredient  specified  in 
paragraph  (a)  (6)  of  this  section  is  used, 
the  lal^l  shall  bear  the  statement 
“Glyceryl  mcmostearate  added"  or  the 
statement  “With  added  glyceryl  mono¬ 
stearate”. 

(4)  Wherever  the  name  of  the  food 
appears  on  the  label  so  conspicuously  as 
to  be  easily  seen  under  customary  con¬ 
ditions  of  purchase,  the  words  and  state¬ 
ments  prescribed  in  this  section,  show¬ 
ing  the  optional  ingredients  used,  shall 
immediate  and  conspicuously  precede 
or  follow,  or  in  part  precede  and  in  part 
follow,  such  name,  without  intervening 
written,  printed,  or  graphic  matter. 

§  139.113  Enriched  macaroni  products. 

(a)  Enriched  macaroni  products  are 
the  class  of  food  each  of  which  conforms 
to  the  definition  and  standard  of  identity 
and  is  subject  to  the  requirements  for 
label  statement  of  optional  Ingredients, 
in-escribed  for  macarcmi  products  by 
S  139.110  (a)  and  (f),  except  that: 

(1)  Each  such  food  contains  in  each 
pound  not  less  than  4  mg.  and  not  more 
than  5  mg.  of  thiamine,  not  less  than  1.7 
mg.  and  not  more  than  2.2  mg.  of  ribo¬ 
flavin,  not  less  than  27  mg.  and  not  more 
than  34  mg.  of  niacin  or  niacinamide,  and 
not  less  than  13  mg.  and  not  more  than 
16.5  mg.  of  iron  (Pe) ; 

(2)  Each  such  food  may  also  contain 
as  an  optional  ingredient  added  vitamin 
D  in  such  quantity  that  each  pound  of  the 
finished  food  contains  not  less  than  250 
U.  S.  P.  units  and  not  more  than  1000 
U.  S.  P.  units  of  vitamin  D. 

(3)  Each  such  food  may  also  contain 
as  an  optional  Ingredient  added  calcium 
in  such  quantity  that  each  poimd  of  the 
finished  food  contains  not  less  than  500 
mg.  and  not  more  than  625  mg.  of  cal¬ 
cium  (Ca) ; 

(4)  Each  such  food  may  also  contain 
as  an  optional  ingredient  partly  defatted 
wheat  germ  but  the  amount  thereof  does 
not  exceed  5  percent  of  the  weight  of  the 
finished  food; 

(5)  Each  siK;h  food  may  be  supplied, 
wholly  or  in  part,  with  the  prescribed 
quantity  of  any  substance  referred  to  in 
paragraphs  (a)  (1),  (2),  and  (3)  of  this 
section  through  the  use  of  dried  yeast, 
dried  torula  yeast,  partly  defatted  wheat 
germ,  enriched  farina,  or  enriched  flour, 
or  through  the  direct  additions  of  any  of 
the  substances  prescribed  in  paragraphs 

(a)  (1).  (2).  and  (3)  of  this  sectton. 

Iron  and  calcium  may  be  added  only  In 
forms  which  are  harmless  and  assim¬ 


ilable.  Ihe  substances  referred  to  in 
paragraphs  (a)  (1)  and  (2)  of  this  sec¬ 
tion  may  be  added  in  a  harmless  carrier 
which  does  not  impair  the  enriched  mac¬ 
aroni  product,  such  carrier  being  used 
only  in  the  quantity  reas(xiably  necessary 
to  effect  an  intimate  gnd  uniform  dis¬ 
tribution  of  such  substances  in  the  fin¬ 
ished  enriched  macaroni  product. 

(b)  Enriched  macanml  is  the  en¬ 
riched  macaroni  product  the  units  of 
which  conform  to  the  specifications  of 
shape  and  size  prescribed  for  macarcMii 
by  {  139.110(b). 

(c)  Enriched  spaghetti  is  the  enriched 
macaroni  produ^  the  units  of  which 
conform  to  the  specifications  of  shape 
and  size  prescribed  for  spaghetti  by 
S  139.110(c). 

(d)  Enriched  vermicelli  is  the  en¬ 
riched  macaroni  product  the  units  of 
which  conform  to  the  speclflcaUmis  of 
shape  and  size  prescribed  for  vermicelli 
by  S  139.110(d). 

(e)  The  name  of  each  food  for  which 
a  definition  and  standard  of  Id^tlty  is 
prescribed  by  this  section  is  “Enriched 
Macaroni  product”;  or  alternative,  the 
name  is  “Enriched  macaroni”,  “Enrl^ed 
spaghetti”,  or  “Enriched  vermicelli”,  as 
the  case  may  be,  when  the  units  of  the 
food  comply  with  the  requirements  of 
paragraphs  (b),  (c),  or  (d)  respectively 
of  this  section. 

§  139.117  Enriched  macaroni  products 
with  fortified  protein. 

(a)  (1)  Each  of  the  foods  for  which 
a  standard  of  identity  is  prescribed  by 
this  section  is  produced  by  drying  formed 
units  of  dough  made  with  one  or  more  of 
the  milled  wheat  Ingredients  designated 
in  Si  139.110(a)  and  139.138(a),  and 
other  ingredients  to  enable  the  finished 
food  to  meet  the  protein  requlremoits 
set  out  in  paragraph  (a)(2)(l)  of  this 
section.  EdiUe  protein  sources,  including 
food  grade  flours  or  meals  made  from 
nonwheat  cereals  or  from  oilseeds,  may 
be  used.  Vitamin  and  minimal  enrich¬ 
ment  nutrients  are  added  to  bring  the 
food  into  conformity  with  the  require¬ 
ments  of  paragraidi  (b)  of  this  section. 
Safe  and  suitable  ingredients,  as  pro¬ 
vided  for  in  paragraph  (c)  of  this  sec¬ 
tion,  may  be  added.  The  proportion  of 
the  milled  wheat  ingredient  is  larger 
than  the  proportion  of  any  other  ingre¬ 
dient  used. 

(2)  Each  such  finished  food,  when 
tested  by  the  methods  described  in  the 
cited  sections  of  the  b(x>k  “Official 
Methods  of  Analysis  of  the  Association 
of  Official  Analytical  Chnnists,”  11th 
edition,  1970,  meets  the  following  speci¬ 
fications: 

(i)  The  protein  content  (NX 6.25)  is 
not  less  than  20  percent  by  weight  (on 
a  13  percent  moisture  basis)  as  deter¬ 
mined  by  the  method  in  section  14.134. 
The  protein  quality  is  not  less  than  95 
percent  that  of  casein  as  determined  on 
the  cooked  food  by  the  method  Ih  sec¬ 
tions  39.166  through  39.170  of  the  official 
methods. 

(11)  The  total  solids  content  is  not  less 
than  87  percent  by  weight  as  det^mlned 
by  the  method  In  section  14.125  of  the 
official  methods. 


(b)  (1)  Each  food  covered  by  this  sec¬ 
tion  contains  in  each  pound  5  milligrams 
of  thiamin,  2J  mlUlgrains  oi  rlboflavtn. 
34  milligrams  of  niacin  or  niacinamide, 
and  16.5  milligrams  of  iron. 

(2)  Each  pound  of  such  food  may  also 
contain  625  milligrams  of  calcium. 

(3)  Iron  and  calcium  may  be  added 
only  in  forms  which  are  harmless  and 
asslmllaUe.  The  enrichment  nutrients 
may  be  added  in  a  harmless  carrier  used 
cmly  in  a  quantity  necessary  to  effect  a 
uniform  distrlbutlcm  of  the  nutrients  in 
the  finished  food.  The  requirements  of 
paragraphs  (b)  (1)  and  (2)  of  this  sec¬ 
tion  shall  be  deemed  to  have  been  met 
if  reasonable  overages,  within  the  limits 
of  good  manufacturing  practice,  are 
present  to  assure  that  tito  prescribed 
levels  of  the  vitamins  and  mlneraKs) 
are  maintained  throughout  the  expected 
shelf  life  of  the  food  under  customary 
conditions  of  distribution. 

(c)  The  safe  and  suitable  ingredients 
referred  to  in  paragnqjh  (a)  of  this  sec¬ 
tion  are  Ingredients  that  serve  a  useful 
purpose,  eg;.,  to  fortify  the  protein  or 
facilitate  productl<m  of  the  foo^  but  they 
do  not  Include  color  additives,  artiflcial 
flavorings,  artiflcial  sweeteners,  chemical 
preservatives,  or  starches.  I^edlents 
deemed  suitable  for  use  by  this  para- 
grai^  are  added  in  amounts  that  are  not 
in  excess  of  those  reasonably  required  to 
surhieve  their  intended  purposes.  Ingredi¬ 
ents  are  deemed  to  be  safe  if  they  are  not 
food  additives  within  the  meaning  of  sec¬ 
tion  201  (s)  of  the  Federal  Food,  Drug, 
and  Cosmetic  Act,  in  case  they  are 
food  additives,  if  they  are  used  in  con¬ 
formity  with  regulations  estaMlshed  pur¬ 
suant  to  section  409  of  the  act. 

(d)  (1)  The  name  of  any  food  covered 
by  this  section  is  “Enriched  Wheat 

-  Macarcmi  Product— with 

F*ortlfied  Protein”,  the  blank  being  filled 
in  with  apprc^rlate  word(s)  such  as 
“Soy”  to  show  the  source  of  any  floTirs 
or  meals  used  that  were  made  from  non¬ 
wheat  cereals  or  from  oilseeds.  In  lieu  of 
the  words  “Macaroni  Product”  the  word 
“Macaroni",  “Spaghetti",  or  “Vermicel¬ 
li",  as  iu>pr(miiate,  may  be  used  if  the 
units  conform  in  shiq)e  and  size  to  the 
requirements  of  9  139.110  (b) ,  (c) ,  m*  (d) . 

(2)  When  any  ingredient,  not  desig¬ 

nated  in  the  part  cff  the  name  prescribed 
in  paragraph  (d)(1)  of  this  section,  is 
added  in  such  prcgmrtlon  as  to  contribute 
10  percent  or  more  of  the  quantity  of 
protein  contained  in  the  finished  food, 
the  name  shall  include  the  statement 
“Made  with _ ”,  the  blank  be¬ 

ing  filled  in  with  the  name  of  each  such 
ingredient,  e.g.,  “Made  with  nonfat 
milk”. 

(3)  When,  in  ccwiformlty  with  para- 
gn^  (d)  (1)  or  (2)  ot  this  section,  two 
or  more  ingredients  are  listed  in  the 
name,  their  designations  shall  be  ar¬ 
ranged  in  descending  order  of  predomi¬ 
nance  by  weight. 

(4)  In  the  case  of  a  f(x>d  made  to  com¬ 
ply  with  another  section  of  this  i>art,  but 
which  also  meets  the  compositional  re¬ 
quirements  of  this  section.  It  may  alttf*- 
nattvely  bear  the  name  set  out  in  that 
other  section. 
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(e)  The  common  name  ot  each  of  the 
ingredlentB  used  shall  be  declared  on  the 
label  as  required  by  the  applica»*le  sec¬ 
tion  of  Part  101  of  this  chapter.  Further, 
the  declaration  of  Ingredients  as  set 
forth  in  this  paragraph,  shall  appesu*  in 
letters  not  less  than  one-half  the  size 
of  that  required  by  S  101.106  of  this  chap¬ 
ter  for  the  declaration  of  net  quantity  of 
contents,  and  in  no  case  less  than  one- 
sixteenth  of  an  inch  in  height. 

§  139.120  Milk  macaroni  products. 

(a)  Milk  macaroni  products  are  the 
class  of  food  each  of  which  conforms 
to  the  definition  and  standard  of  iden¬ 
tity,  and  is  subject  to  the  requirements 
for  label  statement  of  optional  ingredi¬ 
ents,  prescribed  for  macaroni  products 
by  §  139.110  (a)  and  (f)  (2)  and  (3),  ex¬ 
cept  that: 

(1)  Milk  is  used  as  the  sole  moisten¬ 
ing  ingredient  in  preparing  the  dough;  or 
in  lieu  of  milk  one  or  more  of  the  milk 
ingredients  specified  in  paragraph  (f )  of 
this  section  is  used,  with  or  without 
water,  in  such  quantity  that  the  weight 
of  milk  soHds  therein  is  not  less  than  3.8 
percent  of  the  weight  of  the  finished  milk 
macaroni  product;  and 

(2)  None  of  the  optional  ingredients 
permitted  by  S  139.110(a)  (1)  and  (2)  is 
used.  When  the  optional  ingredient  giun 
gluten  (8  139.110(a)(5))  is  added,  the 
quantity  is  such  that  the  protein  derived 
therefrom,  together  with  the  protein  de¬ 
rived  from  semolina,  diurun  fiom,  farina, 
floiu*,  or  any  combination  of  these  used, 
does  not  exceed  13  percent  of  the  weight 
of  the  finished  food. 

(b)  Milk  macaroni  is  the  milk  mac¬ 
aroni  product  the  units  of  which  con¬ 
form  to  the  specifications  of  shape  and 
size  prescribed  for  macaroni  by  §  139.110 
(b). 

(c)  Milk  spaghetti  is  the  milk  mac¬ 
aroni  product  the  imits  of  which  con¬ 
form  to  the  specifications  of  shape  and 
size  prescribed  for  spaghetti  by  8  139.110 

(e). 

(d)  Milk  vermicelli  is  the  milk  mac¬ 
aroni  product  the  units  of  which  con¬ 
form  to  the  specifications  of  shape  and 
size  prescribed  for  vermicelli  by  8  139.110 
(d). 

(e)  The  name  of  each  food  for  which 
a  definition  and  standard  of  identity  is 
prescribed  by  this  section  is  “Milk  Mac¬ 
aroni  Product’’;  or  alternatively,  the 
name  is  “Milk  macaroni’’,  “Milk  spa¬ 
ghetti”,  or  “Milk  vermicelli”,  as  the  case 
may  be,  when  the  imlts  of  the  food  com¬ 
ply  with  the  requirements  of  paragraph 
(b),  (c),  or  (d),  respectively,  of  this 
section. 

(f)  The  milk  ingredients  referred  to 
in  paragraph  (a)(1). of  this  section  are 
concentrated  milk,  evaporated  milk, 
dried  milk,  and  a  mixture  of  butter  with 
skim  milk,  concentrated  skim  milk, 
evaporated  skim  milk,  nonfat  dry  milk 
(dried  skim  milk),  or  any  two  or  more 
of  these,  in  such  proportion  that  the 
weight  of  nonfat  milk  solids  in  such  mix- 
tiure  is  not  more  than  2.275  times  the 
weight  of  milk  fat  therein. 


§  139.121  Nonfat  milk  macaroni  prod- 
ucla. 

(a)  Each  of  the  macaroni  products 
made  with  nonfat  milk  for  which  a  defi¬ 
nition  and  standard  of  identity  is  pre¬ 
scribed  by  this  section  conforms  to  the 
definition  and  standard  of  identity,  and 
is  subject  to  the  requirements  for  label 
statement  of  optional  ingredients,  pre¬ 
scribed  for  macarwii  products  by 
8  139.110  (a)  and  (f)  (2),  (3),  and  (4), 
except  that; 

(1)  (i)  In  preparing  the  dough,  non¬ 
fat  dry  milk  or  concentrated  skim  milk, 
or  a  mixture  of  these,  is  used  in  an 
amoxmt  such  that  the  finished  macaroni 
product  made  with  nonfat  milk  contains 
by  weight  not  less  than  12  percent  and 
not  more  than  25  percent  of  milk  solids- 
not-fat.  Carrageenan  or  salts  of  carra¬ 
geenan  conforming  to  the  requirements 
of  8  172.620  and  8  172.626  of  this  chap¬ 
ter  may  be  used  in  a  quantity  not  in 
excess  of  0.833  percent  by  weight  of  the 
milk  sollds-not-fat  used. 

(11)  When  the  ingredient  carrageenan 
or  the  salts  of  carrageenan  specified  in 
paragraph  (a)(l)(i)  of  this  section  is 
used,  the  label  shall  bear  the  statement, 
“Carrageenan  added”  or  “Salts  of  car¬ 
rageenan  added”  or  the  statement  “With 
added  carrageenan”  or  “With  added  salts 
of  carrageenan”,  in  the  manner  further 
prescribed  by  8  139.110(f)  (4) . 

(2)  None  of  the  optional  ingredients 
permitted  by  8139.110(a)  <1),  (2),  and 
(5)  are  used. 

(b)  ’The  name  of  each  food  for  which 
a  definition  and  standard  of  identity  is 
prescribed  by  this  section  is  “Macaroni 
products  made  with  nonfat  milk”  or. 
alternatively,  the  name  is  “Macaroni 
made  with  nonfat  milk”.  “Spaghetti 
made  with  nonfat  milk”,  or  “Vermicelli 
made  with  nonfat  milk”,  as  the  case  may 
be  when  the  units  of  the  food  conform 
to  the  specifications  of  shape  and  size 
prescribed  by  8  139.110  (b),  (c),  or  (d), 
respectively. 

§  139.122  Enriched  nonfat  milk  maca¬ 
roni  product!*. 

(a)  Each  of  the  enriched  macaroni 
products  made  with  nonfat  milk  for 
which  a  definition  and  standard  of 
identity  is  prescribed  by  this  section  con¬ 
forms  to  the  definition  and  standard  of 
identity,  and  is  subject  to  the  require¬ 
ments  for  label  statement  of  optional  in¬ 
gredients,  prescribed  for  macaroni  prod¬ 
ucts  by  8  139.110  (a)  and  (f)  (2).  (3), 
and  (4) .  except  that: 

(1)  (1)  In  preparing  the  dough,  non¬ 
fat  dry  milk  or  concentrated  skim  milk, 
or  a  mixture  of  these,  is  used  in  an 
amount  such  that  the  finished  enriched 
macaroni  product  made  with  nonfat  milk 
contains  by  weight  not  less  than  12  per¬ 
cent  and  not  more  than  25  percent  of 
milk  solids-not-fat.  Carrageenan  or  the 
salts  of  carrageenan  conforming  to  the 
requirements  of  8  172.620  and  8  172.626 
of  this  chtq>ter  may  be  used  in  a  quantity 
not  in  excess  of  0.833  percent  by  wel^t 
of  the  milk  sollds-not-fat  used. 


(ii)  When  the  ingredient  carrageenan 
or  the  salts  of  carrageenan  specified  in 
paragraph  (a)(l)(i)  of  this  section  is 
used,  the  label  shall  bear  the  statement. 
“Carrageenan  added”  or  “Salts  of  car¬ 
rageenan  added”  or  the  statement  “With 
added  carrageenan”  or  “With  added  salts 
of  carrageenan”,  in  the  manner  further 
prescribed  by  8  139.110(f)  (4). 

(2)  None  of  the  optional  ingredients 
permitted  by  8  139.110(a)  (1),  (2>,  and 
(5)  are  used. 

(3)  Each  such  food  contains  in  each 
pound  iK>t  less  than  4  milligrams  and  not 
more  than  5  milligrams  of  thiamine,  not 
less  than  1.7  milligrams  and  not  more 
than  2.2  milligrams  of  riboflavin,  not  less 
than  27  milligrams  and  not  more  than  34 
milligrams  of  niacin  or  niacinamide,  and 
not  less  than  13  milligrams  and  not  more 
than  16.5  milligrams  of  iron  (Fe) .  These 
substances  may  be  added  through  direct 
addition  or  wholly  or  in  part  through  the 
use  of  dried  yeast,  dried  torula  yeast, 
partly  defatted  wheat  germ  (as  provided 
for  in  paragraph  (a)  (4)  of  this  section) , 
enriched  farina,  or  enriched  fiour.  ’They 
may  be  added  in  a  harmless  carrier,  such 
carrier  being  used  only  in  the  quantity 
reasonably  necessary  to  effect  an  inti¬ 
mate  and  imiform  distribution  of  such 
substances  in  the  finished  food.  Iron  may 
be  added  only  in  a  form  that  is  harmless 
and  assimilable. 

(4)  Each  such  food  may  also  contain 
as  an  (^lonal  ingredient  partly  defatted 
wheat  germ,  but  the  amount  thereof  does 
not  exceed  5  percent  by  weight  of  the 
finished  food. 

(b)  The  name  of  each  food  for  which 
a  definition  and  standard  of  identity  is 
prescribed  by  this  section  is  “Enriched 
macaroni  product  made  with  nonfat 
milk”  or,  alternatively,  the  name  is  “En¬ 
riched  macaroni  made  with  nonfat 
milk”,  “EInriched  spaghetti  made  with 
nonfat  milk”,  or  “Enriched  vermicelli 
made  with  nonfat  milk,”  as  the  case  may 
be  when  the  units  of  the  food  ccmform  to 
the  specifications  of  shape  and  size  pre¬ 
scribed  by  8  139.110  (b),  (c),  or  (d),  re¬ 
spectively. 

§  139.125  Vegetable  macaroni  products. 

(a)  Vegetable  macaroni  products  are 
the  claxs  of  food  each  of  which  con¬ 
forms  to  the  definition  and  standard  of 
identity,  and  is  subject  to  the  require¬ 
ments  for  label  statement  of  optional 
ingredients,  prescribed  for  macaroni 
products  by  8  139.110  (a)  and  (f)  (2)  and 

(3) ,  except  that: 

(1)  Tmnato  (of  any  red  variety),  arti¬ 
choke,  beet,  carrot,  parsley,  or  spinach 
is  added  in  such  quantity  that  the  solids 
thereof  is  not  lees  than  3  percent  by 
weight  of  the  finished  vegetable  maca- 
rwil  product  (the  vegetable  lised  may  be 
fresh,  canned,  dried,  or  in  the  form  of 
puree  or  paste) ;  and 

(2)  None  of  the  optional  ingredients 
permitted  by  8  139.110(a)  (1)  and  (2)  is 
used.  When  the  optional  ingredient  gum 
gluten  (8  139.110(a)(5))  Is  added,  the 
quantity  is  such  that  the  protein  derived 
therefrom,  together  with  the  protein  de- 
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rived  from  the  Bemcdlna,  dumm  floor, 
farina,  flour  or  any  combiDUtloD  of  these 
used,  does  not  exceed  IS  percent  of  ttie 
weight  of  the  finished  food. 

(b)  Vegetable  macaroni  is  the  vege¬ 
table  macaroni  product  the  units  of 
which  conform  to  the  specifications  of 
shape  and  size  prescribed  for  macaroni 
by  !  139.110(b). 

(c)  Vegetable  spaghetti  is  the  vege¬ 
table  macaroni  product  the  units  of 
which  conform  to  the  specifications  oi 
shape  and  size  prescribed  for  spaghetti 
by  S  139.110(c). 

(d)  Vegetable  vermicelli  Is  the  vege¬ 
table  macaroni  product,  the  imlts  of 
which  conform  to  the  specifications  of 
shape  and  size  prescribed  for  vermicelli 
by  S  139.110(d). 

(e)  The  name  of  each  food  for  which 

a  definition  and  standard  of  Identity  Is 
prescribed  by  this  secticm  Is  “ _ mac¬ 

aroni  product”,  the  blank  being  filled  in 
With  the  name  whereby  the  vegetable 
used  Is  designated  in  paragn4>h  (a)  of 
this  section;  or  alternatively,  the  name  is 

“ _ macaroni”,  “ _ spaghetti”, 

or  “ _ vermlc^”,  as  the  case  may 

be,  when  the  units  of  the  food  comply 
with  the  requirements  of  paragraph  (b) , 

(c).  or  (d),  respectively,  the  blank  In 
each  instance  being  filled  in  with  the 
name  whereby  the  vegetable  used  Is  des¬ 
ignated  in  paragraph  (a)  of  this  section. 


S  139.1S5  Enriched  vegetable  macaroni 
products. 

(a)  Each  of  the  macaroni  products 
for  which  a  definition  and  standard  of 
identity  is  prescribed  by  this  section  con¬ 
forms  to  the  definition  and  standard  of 
Identity  and  is  subject  to  the  require¬ 
ments  for  label  statement  of  optional 
Ingredients  prescribed  for  macaroni 
products  by  S  139.110  (a)  and  (f) ,  and  in 
addition  is  enriched  to  meet  the  require¬ 
ments  prescribed  for  enriched  macaroni 
products  by  S  139.115  and  contains  a  veg¬ 
etable  ingredient  in  compliance  with  the 
requirements  prescribed  for  vegetable 
macaroni  products  by  S  139.125. 

(b)  The  name  of  each  food  for  which 

a  definition  and  standard  of  Identity  la 
prescribed  by  this  section  Is  “Enriched 
_ macaroni  product”,  or,  alter¬ 
natively.  the  name  Is  “Enriched _ 

macaroni”,  “Enriched  _  spa¬ 
ghetti”,  or  “Enriched _ vermi¬ 

celli”,  when  the  iinlts  cconply  with  the 
shape  and  size  requirements  prescribed 
for  macaroni,  spaghetti,  or  vennlcelll  In 
i  139.110  (b).  (c),  or  (d).  The  blank  In 
each  Instance  is  filled  In  with  the  name 
of  the  vegetable  used,  as  specified  in 
1  139.125(a).  For  example,  the  name  of 
an  enriched  macaroni  product  containing 
the  prescribed  amount  of  spinach  and 
made  in  units  not  cmifcmnlng  in  shape 
and  size  to  the  requirements  for  maca¬ 
roni.  spaghetti,  or  vermicelli  Is  “En¬ 
riched  spinach  macaroni  product”. 

§  1S9.138  Whole  wheat  macaroni  prod* 
ucta. 


(a)  Whole  wheat  macaroni  products 
are  the  class  of  food  each  of  which  con¬ 
forms  to  the  deflnlUoD  and  standard  of 
Identity,  and  Is  subject  to  the  require¬ 
ments  for  label  statement  of  optional 


Ingredients,  lu'escrlbed  for  macaroni 
products  by  f  139.110  (a)  and  (f)  (2) 
and  (3) .  exc^  that: 

(1)  Whole  wheat  Hour  o>r  whole  dimim 
wheat  flour  or  both  are  used  as  the  sole 
wheat  ingredient;  and 

(2)  None  of  the  optional  ingredients 
permitted  by  S  139.110  (a)  (1),  (2),  and 
(5)  Is  used. 

(b)  Whole  wheat  macaroni  Is  the 
whole  wheat  macaroni  product  the  units 
of  which  conform  to  the  specificatlcms  of 
shape  and  size  prescribed  for  macaroni 
by  5  139.110(b). 

(c)  Whole  wheat  spaghetti  is  the 
whole  wheat  macaroni  product  the  units 
of  which  conform  to  the  specificatians  of 
shape  and  size  prescribed  for  spaghet^ 
by  5  139.110(c). 

(d)  Whole  wheat  vermicelli  is  the 
whole  wheat  macaroni  product  the  tuilts 
of  which  conform  to  the  specidcatlons 
of  shape  and  size  prescribed  for  vermi¬ 
celli  by  §  139.110(d). 

(e)  The  name  of  each  food  for  which 
a  definition  and  standard  of  identity  is 
prescribed  by  this  section  is  “Whole 
wheat  macaroni  product”;  or  alterna¬ 
tively.  the  name  is  “Whole  wheat  maca¬ 
roni”,  “Whole  wheat  spaghetti”,  or 
“Whole  wheat  vermicelli”,  as  the  case 
may  be,  when  the  units  of  the  food  com¬ 
ply  with  the  requirements  of  paragraph 
(b),  (c),  or  (d),  respectively,  of  this 
section. 

§  139.140  Wheat  anti  soy  macaroni 
products. 

(a)  Wheat  and  soy  macaroni  prod¬ 
ucts  are  the  class  of  food  each  which 
conforms  to  the  definition  and  standard 
of  identity,  and  is  subject  to  the  reqtilre- 
mNits  for  label  statement  of  oi>tlonal  in¬ 
gredients,  prescribed  for  macaroni  prod¬ 
ucts  by  §  139.110  (a)  and  (f)  (2)  and 

(3),  except  that: 

(1)  Soy  flour  is  added  in  a  quantity 
not  less  than  12.5  percent  of  the  com¬ 
bined  weight  of  the  wheat  and  soy  in¬ 
gredients  used  (the  soy  flour  used  is 
made  from  heat-processed,  d^uUed  soy¬ 
beans,  with  or  \rithout  the  removal  of 
fat  therefrom) ;  and 

(2)  Nmie  of  the  optional  Ingredients 
permitted  by  5  139.110(a)  (1)  and  (2)  is 
used.  When  the  optional  Ingredient  giun 
gluten  (f  139.110(a)  (5))  is  added,  the 
quantity  is  such  that  the  protein  derived 
therefrom,  together  with  the  protein  de¬ 
rived  from  semolina,  durum  flour,  farina, 
flour  or  any  combinatkm  of  these  used, 
does  not  exceed  13  percent  of  the  weight 
of  the  finished  food. 

(b)  Wheat  and  soy  macarcml  is  the 
wheat  and  soy  macaroni  product  the 
units  of  which  conform  to  the  specifica¬ 
tions  of  shape  and  size  prescribed  for 
macaroni  by  5  139.110(b). 

(c)  Wheat  and  soy  spaghetti  is  the 
wheat  and  soy  macaroni  product  the 
Wilts  of  which  conform  to  the  specifica¬ 
tions  of  shape  and  size  prescribed  for 
spaghetti  by  5  139.110(c). 

(d)  Wheat  and  soy  vermicelli  Is  the 
wheat  and  soy  macaroni  product  the 
units  of  which  c(mf  orm  to  the  specifica¬ 
tions  of  shape  and  slae  prescribed  for 
vermicelli  by  5  139.110(d). 

(e)  The  name  of  each  food  for  which 
a  definition  and  standard  of  Identity  Is 


prescribed  by  this  section  it  “Wheat  and 
soy  macaroni  product”,  “Wheat  and  soy¬ 
bean  macaroni  product”,  “ _ 

and  soy  macaroni  product",  or  “ _ 

and  soybean  macaroni  product”,  the 
blank  in  each  instance  being  filled  in 
with  the  name  whereby  the  wheat  in¬ 
gredient  used  is  designated  in  1 139.110 

(a) ;  or  altematlvdy.  the  nmn**  ig 
“Wheat  and  soy  macaroni”,  “Wheat  and 

soybean  macaroni”.  “ _ and  soy 

macaroni”,  or  “ - and  soybean  mac¬ 

aroni”  when  the  units  of  the  food  com- 
Ifiy  with  the  requirements  of  paragnq>h 

(b)  of  this  section;  or  “Wheat  and  soy 
spaghetti”,  “Wheat  and  soybean  qia- 

ghettl",  “ - and  soy  spaghetti”,  or 

“ - and  soybean  spaghetti”  when 

such  units  comply  with  the  require¬ 
ments  of  paragraph  (c)  of  this  section; 
or  “Wheat  and  soy  vermicelli”,  “Wheat 

and  soybean  vermlcdll”,  “ _ and 

soy  vennlcelll”,  or  “ _ and  soybean 

vermicelli”  when  such  units  comply  with 
the  requirements  of  paragraph  (d)  of 
this  section,  the  blank  in  each  instance 
being  filled  in  with  the  name  whereby 
the  wheat  ingredient  used  is  designated 
in  5  139.110(a). 

§  139.150  Noodle  products. 


(a)  Noodle  prodticts  are  the  class  of 
food  each  of  which  is  prepared  by  drying 
formed  units  of  dough  made  from  semo¬ 
lina,  dunun  flour,  farina,  flour,  or  any 
combination  of  two  or  more  of  these, 
with  liquid  eggs,  frozen  eggs,  dried  eggs, 
egg  yolks,  frozen  yolks,  dried  yolks,  or  any 
combination  of  two  or  more  of  these, 
with  or  without  water  and  with  or  with¬ 
out  (Hie  or  more  of  the  oi^onal  ingredi¬ 
ents  specified  in  paragraph  (a)  <1)  to 

(4)  of  this  sectiem  inclusive: 

(1)  Onions,  celery,  garlic,  bay  leaf,  or 
any  two  or  more  of  these,  in  a  quantity 
which  seasons  the  food. 

(2)  Salt,  in  a  quantity  which  seasons 
the  food. 

(3)  Gum  gluten,  in  such  quantity  that 
the  protein  derived  therefrom,  together 
with  the  protein  derived  from  semolina, 
durum  flour,  farina,  flour  or  any  c(Hnbi- 
natlon  of  these  used,  does  not  exceed  IS 
percent  of  the  weight  of  the  finished 
food. 

(4)  Concentrated  glyceryl  monostea¬ 
rate  (containing  not  less  than  90  percent 
monoester)  in  a  quantity  not  exceeding 
2  percent  by  weight  of  the  finished  food. 
The  finished  n(x>dle  product  contains 
not  less  than  87  percent  of  total  solids 
M  det^mlned  by  the  method  prescribed 
in  “Oflkdal  and  Tentative  Methods  of 
Analysis  of  the  Association  of  Ofllcial 
Agricultural  Chemists.”  Fifth  Edition, 
1940,  page  235  [Ed.  note,  10th  edition, 
1965,  p.  209,  sec.  13.115],  under  “Vacuum 
Oven  Methcxl — OfflclaL”  The  total  solids 
of  noodle  products  (X)ntalns  not  less  than 
5.5  percent  by  weight  of  the  solids  of 
egg,  or  egg  yolk. 

(b)  Noodles,  egg  noodles,  is  the  noodle 
product  the  units  of  which  are  ribbon¬ 
shaped. 

(c)  Egg  macaroni  is  the  noodle  prod¬ 
uct  the  units  of  which  are  tube-shaped 
and  more  than  0.11  Inch  but  not  more 
than  0.27  inch  in  diameter. 
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(d)  Egg  spaghetti  Is  the  noodle  prod¬ 
uct  the  units  of  which  are  tube-^aped 
or  cord-shaped  (not  tubular)  and  more 
than  0.06  Inch  but  not  more  than  0.11 
inch  In  diameter. 

(e)  Egg  vermicelli  Is  the  noodle  prod¬ 
uct  the  units  of  which  are  cord-shaped 
(not  tubular)  and  not  more  than  0.0(5 
inch  in  diameter. 

(f)  The  name  of  each  food  for  which 
a  definition  standard  of  identity  is 
prescribed  by  this  section  is  "Noodle 
product"  or  "E^gg  noodle  product”;  or 
alternatively,  the  name  is  "Noodles"  or 
"Egg  noodles",  "Egg  macaroni",  "Egg 
spaghetti”,  or  “Egg  vermicelli",  as  the 
case  may  be,  when  the  imlts  of  the  food 
are  of  the  shapes  and  sizes  specified  in 
paragraiA  (b) ,  (c) ,  (d) ,  or  (e) ,  respec¬ 
tively,  of  this  section. 

(g)  (1)  When  any  ingredient  specified 
in  paragraph  (a)(1)  of  this  section  is 
used,  the  label  of  the  noodle  product 
-shall  bear  the  statement  "Seasoned  with 

_ ”,  the  blank  being  filled  in 

with  the  commcm  name  of  the  ingredi¬ 
ent;  or  in  the  case  of  bay  leaves,  the 
statMnmt  "Eft)iced”,  "Spice  added”,  or 
"Spiced  with  bay  leaves". 

(2)  When  the  ingredient  specified  in 
paragraph  (a)  (4)  of  this  section  Is  used, 
the  label  shall  bear  the  statement  "CHyc- 
eryl  monostearate  added"  or  the  state¬ 
ment  "With  added  glyceryl  mwiostea- 
rate”. 

(h)  Wherever  the  name  of  the  food 
appears  on  such  label  so  conspicu¬ 
ously  as  to  be  easily  seen  under  custom¬ 
ary  conditions  of  purchase,  the  words 
and  statements  prescribed  In  this  sec¬ 
tion,  showing  the  ingredients  used  shall 
immedlatdy  and  conftjlcuously  precede 
or  follow,  or  in  part  precede  and  in  part 
follow,  such  name  without  intervening 
written,  printed,  or  other  graphic  matter. 

6  139.155  Enriched  noodle  product.*. 

(a)  Enriched  noodle  products  are  the 
of  food  each  of  which  confcxms 
to  the  definition  and  standard  of  iden¬ 
tity,  and  Is  subject  to  the  requirements 
for  label  statement  of  optional  Ingredi¬ 
ents,  prescribed  for  noodle  products  by 
i  139.150  (a)  and  (g),  except  that; 

(1)  Each  such  food  contains  in  each 
pound  not  less  than  4  mg.  and  not  mmv 
thnn  5  mg.  of  thiamine,  not  less  than  1.7 
mg.  and  not  more  than  2.2  mg.  of  ribo¬ 
flavin,  not  less  than  27  mg.  and  not  more 
than  34  mg.  niacin  or  niacinamide, 
and  not  less  than  13  mg.  and  not  more 
than  16.5  mg.  of  Iron  (Fe) ; 

(2)  Each  such  food  may  also  contain 
as  an  <H>tlonal  ingredient  added  vitamin 
D  In  such  quantity  that  each  pound  of 
the  finished  food  contains  not  less  than 
250  n.S.P.  units  and  not  more  than  1000 
UB-P.  units  vitamin  D; 

(3)  Each  such  food  may  also  ccmtaln 
as  an  optional  Ingredient  added  calcium 
In  such  quantity  that  each  pound  ot  the 
finished  food  c<mtalns  not  less  than  500 
mg.  and  not  more  than  625  mg.  of  cal¬ 
cium  (Ca) ; 

(4)  Each  such  food  may  also  contain 
as  an  optional  Ingredient  partly  defatted 
wheat  germ,  but  the  amount  thereof  does 


not  exceed  5  percent  of  the  weight  the 
finished  food; 

(5)  Elach  such  food  may  be  supplied, 
wholly  or  in  part,  with  the  jHescrlbed 
quantity  of  any  substance  refnred  to  In 
paragraphs  (a)  (1),  (2),  and  (3)  of  this 
section  throu^di  the  use  of  dried  yeast, 
dried  torula  yeast,  partly  defatted  adieat 
germ,  enriched  farbisL,  or  enriched  fiour, 
or  through  the  direct  additions  of  smy  of 
the  substances  prescribed  in  paragnqriis 

(a)  (1),  (2).  and  (3)  ot  this  section. 

Iixm  and  calcium  may  be  added  only 
in  forms  which  are  harmless  and  assim¬ 
ilable.  The  substances  referred  to  In 
paragraph  (a)  (1)  said  (2)  of  this  sec¬ 
tion  may  be  sulded  in  a  harmless  cso*- 
rier  which  does  not  impair  the  enriched 
noodle  product,  such  carrier  being  used 
only  in  the  quantity  resMonably  neces¬ 
sary  to  effect  sui  Intimate  and  uniform 
distribution  of  such  substances  in  the 
finished  enriched  noodle  product. 

(b)  Enriched  noodles,  pitched  egg 
noodles  are  the  enriched  noodle  products 
the  units  of  which  conform  to  the  speci¬ 
fications  of  shape  and  slse  prescribed  for 
noodles  in  S  139.150(b) . 

(c)  Enriched  egg  macaroni  is  the  en¬ 
riched  noodle  product  the  units  of  which 
conform  to  the  specificatloas  of  shape 
and  size  prescribed  for  egg  macaroni  in 
§  139.150  (c). 

(d)  Enriched  egg  spaghetti  is  the  ^- 
tiched  noodle  product  the  units  of  which 
conform  to  the  -specifications  of  shape 
and  size  prescribed  for  egg  spaghetti  in 
{  139.150  (d). 

(e)  Enriched  egg  vermicelli  is  the  en¬ 
riched  noodle  product  the  units  of  adilch 
conform  to  the  specifications  of  shape 
and  size  prescribed  for  egg  vermicelli  in 
I  139.150(e). 

(f)  The  name  of  each  food  for  which 
a  definition  and  standard  of  identity  is 
prescribed  by  this  section  is  “Enriched 
noodle  m’oduct"  or  "Enriched  egg 
noodle  product”;  ^or  alternatively,  the 
name  is  "Ebirlch^  noodles",  or  "En¬ 
riched  egg  noodles”,  "Enriched  egg 
macaroni”,  "Enriched  egg  qMigheUl",  or 
“Enriched  egg  vermicelli",  as  the  case 
may  be,  when  the  units  of  the  food  com¬ 
ply  with  the  requirements  of  paragraphs 

(b) ,  (c),  (d),  or  (e)  respectively  of  this 
section. 

§  139.160  YeK<'Uible  noodle  produrU. 

(a)  Vegetable  noodle  products  are  the 
class  of  food  each  erf  which  conforms  to 
the  definition  and  standard  of  identic, 
and  is  subject  to  the  requirements  for 
label  statement  of  optional  ingredi¬ 
ents.  prescribed  for  noodle  products  by 
i  139.150  (a)  and  (g) ,  except  that  to¬ 
mato  (of  any  red  variety),  artichoke, 
beet,  carrot,  parsley,  or  spinach  is  added 
in  such  quantity  that  the  solids  thereof 
is  not  less  than  3  percent  by  weight  of 
the  finished  vegetable  noodle  product 
(the  vegetaUe  used  may  be  fresh,  can¬ 
ned,  dried,  or  in  the  form  of  puree  or 
paste). 

(b)  Vegetable  noodles,  vegetable  egg 
noodles,  is  the  vegetable  noodle  product 
the  units  of  which  are  ribbon-shaped. 


(c)  Vegetable  egg  macanml  is  the  veg¬ 
etable  noodle  product  the  \mits  of  which 
canf<xm  to  the  specifications  of  shape 
and  size  prercribed  for  egg  macaroni  by 
i  139.150  (c). 

(d)  Vegetable  egg  spaghetti  is  the  veg- 
etaUe  noodle  product  the  imits  of  which 
conform  to  the  specifications  erf  shape 
and  size  prescribed  for  egg  spaghetti  by 
I  139.150  (d). 

(e)  VegetaUe  egg  vermicelli  Is  the 
vegetaUe  noodle  product  the  units  of 
which  conform  to  the  specifications  of 
sfa^q^e  and  size  prescribed  for  egg  verml- 
ceUlby  S  139.150  (e). 

(f)  The  name  ot  each  food  for  which 
a  definition  and  standard  of  identity  is 

prescribed  by  this  section  is  “ _ 

noodle  product”  or  “ _ egg  noodle 

product”,  the  Uank  being  filled  in  with 
the  name  whereby  the  vegetaUe  used  is 
designated  in  pco'agraph  (a)  of  this  sec¬ 
tion;  or  alternatively,  the  name  is  " _ 

noodles”  or  “ _  egg  noodles", 

“ _ egg  macanml",  “ _ egg 

spaghetti”,  or  " _ egg  vermicelli”, 

as  the  case  may  be..vd)en  the  units  of  the 
food  comi^  with  the  requirements  of 
paragraph  (b),  (c),  (d),  or  (e)  of  this 
sectlcxi,  respectively,  the  Uank  In  each 
instance  being  filled  in  with  the  name 
whereby  the  vegetaUe  Is  designated  in 
paragriq>h  (a)  (rf  this  section. 

§  139.16.5  Enriched  rrgctable  noodle 
product*. 

(a)  Each  of  the  noodle  products  for 
which  a  definition  and  standard  of  iden¬ 
tity  is  prescribed  by  this  section  con¬ 
forms  to  the  definition  and  standard  of 
identity  and  is  subject  to  the  require¬ 
ments  for  label  declaration  of  opticmal 
ingredients  prescribed  for  noodle  prod¬ 
ucts  by  S  139.150  (a),  (g),  and  (h), 
and  in  addition  is  enriched  to  meet  the 
requirements  prescribed  for  enriched 
noodle  products  by  S  139.155  and.  except 
as  hereinafter  provided,  contains  a 
vegetable  ingredient  in  compliance  with 
the  requirements  prescribed  for  vege¬ 
table  noodle  products  by  9  139.160.  Car¬ 
rots,  because  they  are  apt  to  Impart  an 
egg-yolk  color,  are  not  used  in  enriched 
vegetable  noodle  products. 

(b)  The  name  of  each  food  for  which 
a  definition  and  standard  of  identity  is 
prescribed  by  this  section  is  "Enriched* 

- noodle  product”,  "Enriched 

- egg  noodle  product”,  or,  al¬ 
ternatively.  the  name  is  “Enriched 

-  noodles”,  or  “Enriched 

-  egg  noodles".  "Eiiriched 

-  egg  macaroni",  "Eiiriched 

- egg  spaghetti",  or  "Eiiriched 

-  egg  veimkelli”,  when  the 

units  comply  with  the  size  and  shape  re¬ 
quirements  for  noodles,  macaroni,  spa¬ 
ghetti.  or  vermicelli  in  I  139.150  (b).  (c). 
(d) .  CHT  (e) .  The  blank  in  each  Instance 
is  filled  in  with  the  name  of  the  vegeta¬ 
ble  used,  as  specified  in  9 139.160(a).  ] 

§  139.180  Wliral  and  .«ot  noodle  prod¬ 
ucts.  I 

(a)  Wheat  and  soy  noodle  products 
are  the  class  ot  food  each  of  which  con¬ 
forms  to  the  definition  and  standard  of 
identity,  and  is  subject  to  the  requlre-j 
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ments  for  label  statement  of  optional 
ingredients,  prescribed  for  noodle  prod¬ 
ucts  by  §  139.150  (a)  and  (g),  except  that 
soy  flour  is  added  in  a  quantity  not  less 
than  12.5  percent  of  the  combined  weight 
of  the  wheat  and  soy  ingredients  used 
(the  soy  flour  used  is  made  from  heat- 
processed,  dehulled  soybeans,  with  or 
without  the  removal  of  fat  therefrom). 

(b)  Wheat  and  soy  noodles,  wheat  and 
soy  egg  noodles,  is  the  wheat  and  soy 
noodle  product  the  imits  of  which  are 
ribbon-shaped. 

(c)  Wheat  and  soy  egg  macaroni  is 
the  wheat  and  soy  noodle  product  the 
units  of  which  conform  to  the  speciflca- 
tions  of  shape  and  size  prescribed  for 
egg  macaroni  by  §  139.150  (c). 

(d)  Wheat  and  soy  egg  spaghetti  is 
the  wheat  and  soy  noodle  product  the 
units  of  which  conform  to  the  specifica¬ 
tions  of  shape  and  size  prescribed  for  egg 
spaghetti  by  §  139.150  td) . 


(e)  Wheat  and  soy  egg  vermicelli  is 
the  wheat  and  soy  noodle  product  the 
imits  of  which  conform  to  the  specifica¬ 
tions  of  shape  and  size  prescribed  for 
egg  vermicelli  by  §  139.150  (e). 

(f)  TTie  name  of  each  food  for  which 

a  definition  and  standard  of  identity  is 
prescribed  by  this  section  is  “Wheat  and 
soy  noodle  product”,  “Wheat  and  soy 
egg  noodle  product”,  “Wheat  and  soy¬ 
bean  noodle  product”,  “Wheat  and  soy¬ 
bean  egg  noodle  product”,  “ - and 

soy  noodle  product”,  “ -  and  soy 

egg  noodle  product”,  “ - and  soy¬ 
bean  noodle  product”,  or  “ - and 

soybean  egg  noodle  product”,  the  blank 
in  each  Instance  being  filled  in  with  the 
name  whereby  the  wheat  ingredient  used 
is  designated  in  §  139.150(a) ;  or  alter¬ 
natively,  the  name  is  “Wheat  and  soy 
noodles”,  “Wheat  and  soy  egg  noodles”, 
“Wheat  and  soybean  noodles”,  “Wheat 

and  soybean  egg  noodles”,  “ - and 

soy  noodles”,  “ _  and  soy  egg 

noodles”,  “ _ and  soybean  noodles”, 

or  “ _  and  soybean  egg  noodles” 

when  the  units  of  the  food  comply  with 
the  requirements  of  paragraph  (b)  of 
this  section;  or  “Wheat  and  soy  egg 
macaroni”,  “Wheat  and  soybean  egg 
macaroni”,  “ _ and  soy  egg  maca¬ 
roni”,  or  “ _ and  soybean  egg  maca¬ 

roni”  when  such  units  comply  with  the 
requirements  of  paragraph  (c)  of  this 
section;  or  “Wheat  and  soy  egg  spa¬ 
ghetti”,  “Wheat  and  soybean  egg  spa¬ 
ghetti”,  " _ and  soy  egg  spaghetti”, 

or  “ _ and  soybean  egg  spaghetti” 

when  such  units  comply  with  the  re¬ 
quirements  of  paragraph  (d)  of  this  sec¬ 
tion;  or  “Wheat  and  soy  egg  vermicelli”, 
“Wheat  and  soybean  egg  vermicelli”, 

" _  and  soy  egg  vermicelli”,  or 

“ _  and  soybean  egg  vermicelli”, 

when  such  units  comply  with  the  re¬ 
quirements  of  paragraph  (e)  of  this  sec¬ 
tion,  the  blank  in  each  instance  being 
filled  in  with  the  name  whereby  the 
wheat  ingredient  used  is  designated  in 
§  139.150(a). 


PART  145— CANNED  FRUITS 

Subpart  A — Ganaral  Provisions 
146.3  Definitions. 


Subpart  B — Raquiramanls  tor  SpocNIc 
Standardized  Canned  Fruits 

Sec. 

146.110  Canned  applesauce. 

145.115  Canned  apricots. 

145.116  Artificially  sweetened  canned  apri¬ 

cots. 

145.118  Canned  apricots  with  rum. 

145.120  Canned  berries. 

145.125  Canned  cherries. 

145.126  Artificially  sweetened  canned  cher¬ 

ries. 

145.128  Canned  cherries  with  rum. 

145.130  Canned  figs. 

145.131  Artificially  sweetened  canned  figs. 

145.134  Canned  preserved  figs. 

145.135  Canned  fruit  cocktail. 

145.136  Artificially  sweetened  canned  fruit 

cocktail. 

145.140  Canned  seedless  grapes. 

145.145  Canned  grapefruit. 

145.170  Canned  peaches. 

145.171  Artificially  sweetened  Canned 

peaches. 

145.173  Canned  peaches  with  rum. 

145.175  Canned  pears. 

145.176  Artificially  sweetened  canned  pears. 
145.178  Canned  pears  with  rum. 

145.180  Canned  pineapple. 

145.181  Artificially  sweetened  canned  pine¬ 

apple. 

*145.185  Canned  plums. 

145.190  Canned  prunes. 

Authoritt:  Secs.  401,  701,  62  Stat.  1046  as 
amended,  1056-1056  as  amended  (21  IT  .SC. 
341,  371)  unless  otherwise  noted. 

Subpart  A — General  Provisions 
§  145.3  Definitions. 

For  the  purposes  of  this  part: 

(a)  The  term  “com  sirup”  means  a 
clarified,  concentrated  aqueous  solution 
of  the  products  obtained  by  the  Incom¬ 
plete  hydrolysis  of  cornstarch,  and  in¬ 
cludes  dried  corn  sirup.  The  solids  of 
com  sirup  and  of  dried  com  sirup  con¬ 
tain  not  less  than  40  percent  by  weight 
of  reducing  sugars  calculated  as  anhy¬ 
drous  dextrose. 

(b)  The  term  “dextrose”  means  the 
hydrated  or  anhydrous,  refined  mono¬ 
saccharide  obtained  frtmi  hydrolyzed 
starch. 

(c)  The  term  “dried  glucose  sirup” 
means  the  product  obtained  by  drying 
“glucose  sirup.” 

(d)  The  term  “glucose  sirup”  means  a 
clarified,  concentrated,  aqueous  solution 
of  the  products  obtained  by  the  incom¬ 
plete  hydrolysis  of  any  edible  starch. 
The  solids  of  glucose  sirup  contain  not 
less  than  40  percent  by  weight  of  reduc¬ 
ing  sugars  calculated  as  anhydrous 
dextrose. 

(e)  The  term  “invert  sugar  sirup” 
means  an  aqueous  solution  of  Inverted  or 
partly  inverted,  refined  or  partly  refined 
sucrose,  the  solids  of  which  contain  not 
more  than  0.3  percent  by  weledit  of  ash, 
and  which  is  colorless,  odorless,  and  fla- 
vorless,  except  for  sweetness. 

(f)  The  term  “sugar”  means  refined 
sucrose. 

(g)  The  terms  “edible  organic  acid” 
and  “edible  organic  salt”  refer  to  any 
edible  organic  acid  and  any  edible  or¬ 
ganic  salt  added  for  the  purpose  of  flavor 
enhancement  that  either  is  not  a  food 
additive  as  defined  in  section  201  (s)  of 
the  Federal  Food,  Drug,  and  Cosmetic 
Act  or,  if  it  is  a  food  additive  as  so  de¬ 
fined,  is  used  in  conformity  with  regula¬ 


tions  established  pursuant  to  secticm  409 
of  the  act. 

(h)  The  term  “water”  means.  In  addi¬ 
tion  to  water,  any  mixture  of  water  and 
fruit  Juice  in  which  the  fruit  juice  (s) 
is  less  than  50  percent  of  such  mixture, 
including  any  water  contributed  by  the 
use  of  liquid  nutritive  carbohydrate 
sweeteners. 

(i)  The  term  “fruit  julce(s)  and 
water”  means  any  mixture  of  fruit  juice 
as  herein  defined  and  water,  including 
any  water  contributed  by  the  use  of  liq¬ 
uid  nutritive  carbohydrate  sweeteners, 
in  which  the  fmit  julce(s)  is  50  percent, 
or  more,  of  such  mixture  except  that 
water  used  in  preparing  equivalent  single 
strength  juice(s)  from  concentrate (s) 
shall  not  be  considered  to  be  a  mixture 
of  frfit  juice  and  water. 

(j)  The  term  “fruit  juice  (s)”  means 
single  strength  expressed  juice(s)  of 
sound,  mature  frult(s) .  It  may  be  fresh, 
frozen,  canned,  or  made  from  concen¬ 
trate  (s).  However,  if  it  is  made  from 
concentrate (s),  the  juice(s)  shall  be  re¬ 
constituted  with  water  to  not  less  than 
the  soluble  solids  that  such  fruit  juice 
had  before  concentration.  Fruit  juice(s) 
may  be  used  singly  or  in  ccxnbinatlon. 
If  a  fruit  juice(s)  is  used  which  is  reg¬ 
ulated  by  a  standard  of  Identity  of  this 
chapter,  it  shall  conform  to  the  composi¬ 
tional  requirements  prescribed  by  such 
standard  prior  to  the  addition  of  any 
sweetener  which  may  be  used. 

(k)  The  term  “clarified  juice”  means 
the  liquid  expressed  wholly  or  in  part 
from  fruit  peelings,  fruit  shells,  fruit 
cores,  or  from  the  fruit  flesh  or  parts 
thereof,  which  is  clarified  and  may  be 
further  refined  or  concentrated. 

(l)  The  term  “solid  pack”  means  the 
product  contains  practically  all  fruit 
with  only  the  very  little  free  flowing 
liquid  that  is  expressed  frcHn  the  fruit 
and  to  which  no  pecking  media  have 
been  added. 

(m)  The  procedure  for  determining 
the  densities  of  the  packing  media  means 
the  following;  The  density  of  the  pack¬ 
ing  medium,  when  measured  15  days  or 
mere  after  packing,  or  the  density  of 
the  blended  homogenized  slurry  of  the 
comminuted  entire  contents  of  the  con¬ 
tainer,  when  measured  less  than  15  days 
after  canning,  is  determined  according 
to  “Official  Method  of  Analysis  of  the 
Associatl<»i  of  Official  Anal3d.lcal  Chem¬ 
ists”,  11th  Ed.,  1970,  p.  526,  section  31.011 
(Solids)  “By  Means  of  the  Refractom- 
eter — Official,  Final  Action”  (and  47.012 
and  47.015)*  with  result  expressed  as  i>er- 
cent  by  weight  of  sucrose  (degrees  Brix) 
with  correction  for  temperature  to  the 
equivalent  at  20'  C,  but  without  correc¬ 
tion  for  invert  sugar  or  other  substances. 

(n)  The  procedure  for  determining 
drained  weight  is  as  follows;  Tilt  the 
(Hiened  container  so  as  to  distribute  the 
c(mtents  evenly  over  the  meshes  of  a 
circular  sieve  which  has  previously  been 
weighed.  The  diameter  of  the  sieve  is 
20.3  centimeters  (8  Inches)  if  the  quan¬ 
tity  of  ccmtents  of  the  container  is  less 
than  1.4  kilograms  (3  pounds)  and  30.5 
centimeters  (12  Inches)  If  such  quantity 
is  1.4  kilograms  (3  pounds)  or  more.  The 
bottom  of  the  sieve  is  woven-wlre  cloth 
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which.  fompiiM  with  the  speclflcatioos 
for  the  No.  8  sieve  set  forth  In  the  “Defi¬ 
nitions  of  Terms  and  Explanatory 
Notes/’  p.  xvlll.  of  the  “Olliclal  Methods 
of  Analysis  of  the  Association  of  OfSclal 
Analytical  Chemists/*  11th  Ed.,  1970.' 
Carefully  invert  by  hand  all  fruits  having 
cups  or  cavities  if  they  fall  on  the  sieve 
with  cups  or  cavities  up.  Cups  or  cavities 
In  soft  products  may  be  drained  by  tilting 
sieve.  Without  further  shifting  the  ma¬ 
terial  on  the  sieve.  Incline  the  sieve  at  an 
angle  of  17*  to  20*  to  facilitate  drainage. 
Two  minutes  after  the  drainage  begins, 
weigh  the  sieve  and  drained  fruit.  The 
weight  so  found,  less  the  weight  of  the 
sieve,  shall  be  considered  to  be  the  weight 
of  the  drained  fruit. 

(o)  Compliance  means  the  following: 
Unless  otherwise  provided  in  a  standard, 
a  lot  of  canned  fruits  shall  be  de^ed 
in  compliance  for  the  following  factors, 
to  be  determined  by  the  sampling  and 
acceptance  procedure  as  provided  In  par¬ 
agraph  (p)  of  this  section,  namely: 

(1)  Packing  medium  densitg.  A  lot 
shall  be  deemed  to  be  In  comidlance  for 
packing  medium  density  based  on  the 
average  sucrose  value  for  all  samples 
analyzed  according  to  the  sampling 
plans,  but  no  container  may  have  a  su¬ 
crose  value  lower  than  that  of  the  next 
lower  category  or  2  percent  by  weight 
sucrose  (degrees  Brlx)  lower  If  no  lower 
category  exists. 

(2)  Quality.  The  quality  of  a  lot  shall 
be  considered  accept^le  when  the  num¬ 
ber  of  defectives  does  not  exceed  the  ac¬ 
ceptance  number  in  the  sampling  plans. 

(3)  Fill  of  container.  A  lot  shall  be 
deemed  to  In  compliance  for  fill  of 
container  (packing  medium  and  fruit 
Ingredient)  when  the  number  of  defec¬ 
tives  does  not  exceed  the  acceptance 
number  (c)  in  the  sampling  plans. 

(4)  Drained  weight.  A  lot  shall  be 
deemed  to  be  In  compliance  for  drained 
weight  based  on  the  average  value  of  all 
samples  analyzed  according  to  the  sam¬ 
pling  plans.  The  sample  unit  shall  be 
the  entire  contents  of  the  container. 

(p)  The  sampling  and  acceptance  pro¬ 
cedure  means  the  following: 

(I)  Definitions — (1)  Lot.  A  collection 
of  primary  containers  or  units  of  the 
same  size,  type,  and  style  manufactured 
or  packed  under  similar  conditions  and 
handled  as  a  single  imlt  of  trade. 

(II)  Lot  size.  The  number  of  primary 
containers  or  imlts  In  the  lot. 

(III)  Sample  size.  The  total  number  of 
sample  units  drawn  for  examlnatloa 
from  a  lot. 

(Iv)  Sample  unit.  A  container,  a  por¬ 
tion  of  the  contents  of  a  container,  or  a 
composite  mixture  of  product  from  small 
containers  ttiat  is  sufflclwit  for  the  ex¬ 
amination  or  testing  as  a  single  unit. 

(v)  Defective.  Any  sample  unit  shall 
be  regarded  as  defective  when  the  sam¬ 
ple  unit  does  not  meet  the  criteria  set 
forth  In  the  standards. 

(vl)  Acceptance  number  (c).  The 
maximum  number  'of  defective  sample 
units  permitted  In  the  sample  in  order  to 
consider  the  lot  as  meeting  the  speci¬ 
fied  requirements. 

(vll)  Acceptable  quality  level  lAQL). 
The  maximum  percent  of  defective  sam- 
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pie  units  permitted  In  a  lot  that  will  bo 
accepted  approxlmatdy  95  percent  of  the 
time. 

(2)  Sampling  plans: 


Lot  siM  (primiry 
oonUuMn) 

‘  SiM  «(  eantolnw 

Not  vtlfht  Miitol  to  or  iMi  thM 
1  ks  (U  lb) 

•  t 

MOOor  iMi . 

IS  s 

Ajaoi  to  at.000. . 

KOOl  to  48,000 _ 

48,001  to  84.000 _ 

84,001  to  144,000 _ 

144,001  to  240,000 _ 

Orer  240,000 . 

_  21  s 

..29  4 

_  48  6 

_  84  * 

12t  13 

X»  19 

N«t  wtiebt  gimtar  Uim  1  ks 
(XS  Ib)  bat  not  man  than 


4A  kg  aO  lb) 

• 

t 

X400or  leoB . 

.  13 

2 

3,401  toU.000... 

_  21 

3 

18,001  to  24,000. . 

_  39 

4 

24,001  to  41000.. 

_  48 

0 

41001  to  71000.. 

_ _  84 

9 

71001  to  130,000. 

_  136 

13 

Otw  130,000 . 

.  300 

19 

NM  wMgbt 

Uiaa  4A  kg 

• 

« 

000orl«M . 

.  18 

8 

001  to  1000 _ 

_  21 

8 

1001  to  7,300.... 

_ _ _  29 

4 

7,301  to  18,000... 

_  48 

0 

18,001  to  34.000.. 

_  84 

9 

34,001  to  41000.. 

_  138 

U 

Otw  41000 . 

_  300 

1* 

•>namb«r  of  primary  e«ntain«n  In  mmpla 
c>aocoptanoe  nomber. 

Subpart  B — Requirement*  for  Specific 
Standardized  Canned  Fruits 

§143.110  Canned  applesance. 

(a)  Identity — (1)  Definition.  Canned 
applesauce  Is  the  food  prepared  from 
comminuted  or  chopped  apples  IMalus 
domestica  Borkhausen),  which  may  or 
may  not  be  peeled  and  cored,  and  which 
may  have  added  thereto  one  or  more 
of  the  optional  ingredients  specified  In 
paragraph  (a)  (2)  of  this  section.  The 
apple  ingredient  Is  heated  and.  in  ac¬ 
cordance  with  good  manufacturing  prac¬ 
tices,  bruised  apple  particles,  peel.  seed, 
core  material,  carpel  tissue,  and  other 
coarse,  hard,  or  extraneous  materials  are 
remov^.  The  food  is  sealed  in  containers. 
It  Is  so  processd  by  heat,  either  before 
or  after  sealing,  as  to  prevent  spoilage. 
The  soluble  solids  ccmtent,  measured  by 
refractometer  and  expressed  as  percent 
sucrose  (degrees  Brlx)  with  correction 
for  temperatiure  to  the  equivalent  at 
20*  C  (68*  F) ,  Is  not  less  thw  9  percent 
(exclusive  of  the  solids  of  any  added 
optional  nutritive  carbohydrate  sweet¬ 
eners)  as  determined  by  the  method 
prescribed  in  “Official  Methods  ot  Anal¬ 
ysis  of  the  Assoclaticm  of  Official  Analyt¬ 
ical  Chemists,**  11th  Edition.  1970,  page 
371,  S  22.019,  “Soluble  S(dids  (By  Re¬ 
fractometer)  in  Fresh  aiui  C:anned 
Fruits,  Jams,  Marmalades,  and  Pre¬ 
serves — Official  First  Action**'  without 


*C<^es  may  be  obtained  from:  Asaoclatloa 
of  Offlclal  Analytical  Chemlata,  P.O.  Box  540, 
Benjamin  Franklin  Station.  Washington,  D  C. 
20044. 
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correction  toe  water-insoluble  solids. 
Invert  sugar,  or  other  substances. 

(3)  Optional  ingredients.  The  follow¬ 
ing  safe  and  suitable  optional  Ingre¬ 
dients  may  be  used: 

(1)  Water.  •  • 

(li)  Apple  Juice. 

(iii)  Salt. 

(Iv)  Any  organic  acid  added  for  the 
purpose  of  acidification.  (Organic  acids 
generally  recognized  as  having  a  pre¬ 
servative  effect  are  not  permitted  in 
applesauce  except  as  provided  tor  in 
paragraph  (a)  (2)  (vlii)  of  this  section.) 

(V)  Nutritive  carbohydrate  sweeteners. 

(vl)  Spices. 

(vll)  Natural  and  artificial  flavoring. 

(vlli)  Either  of  the  following: 

(a)  Erythorblc  acid  or  ascorbic  acid 
as  an  antioxidant  preservative  In  an 
amount  not  to  exceed  150  parts  per  mil¬ 
lion;  or 

(b)  Ascorbic  acid  (vitamin  C)  In  a 
quantity  such  that  the  total  vitamin  C 
in  each  113  g  (4  ounces)  by  weight  of  the 
finished  food  amounts  to  60  mg.  This 
requirement  win  be  deemed  to  have  been 
met  If  a  reasonable  overage  of  the  vlta-^ 
min,  within  limits  of  good  manufactur¬ 
ing  practice,  is  present  to  insiuw  that  the 
reqrilred  level  Is  maintained  throughout 
the  expected  shelf  life  of  the  food  under 
customary  conditions  of  distribution. 

(lx)  Color  additives  in  such  quantity 
as  to  distinctly  characterize  the  food 
unless  such  addition  conceals  damage  or 
Inferiority  or  makes  the  finished  food 
appear  better  or  of  greater  value  than 
it  is. 

(3)  Nomenclature.  The  name  of  the 
food  Is  “applesauce**.  The  name  of  the 
food  shaU  Include  a  declaration  Indicat¬ 
ing  the  presence  of  any  flavoring  that 
characterizes  the  product  as  specified  in 
i  101.22  of  this  chapter  and  a  declara¬ 
tion  of  any  spice  that  characterizes  the 
product.  If  a  nutritive  sweetener  as  pro¬ 
vided  for  In  paragraph  (a)  (2)  (v)  of 
this  section  Is  added  and  the  soluble 
solids  content  of  the  finished  food  Is 
not  less  than  16.5  percent  as  detennlned 
by  the  method  referred  to  In  paragn^h 
(a)(1)  of  this  section,  the  name  may 
Include  the  word  “sweetened”.  If  no  siich 
sweetener  is  added,  the  name  may  in¬ 
clude  the  word  “unsweetened.** 

(4)  Label  declaration.  Each  of  the  op¬ 
tional  ingredients  shall  be  declared  on 
the  label  as  required  by  the  applicable 
sections  of  Part  101  of  this  chapter. 
However,  when  ascorbic  acid  (vitamin  C) 
is  added  as  provided  for  in  paragraph 

(a)  (2)  (vlii)  (b)  of  this  section,  after  the 
application  of  heat  to  the  apples,  pre¬ 
servative  labeling  requirements  do  not 
apply. 

(b)  (Reserved! 

(c)  FUl  of  container — (1)  The  stand¬ 
ard  ot  All  of  container  for  canned  apple¬ 
sauce  Is  a  flU  of  not  less  than  90  percent 
of  the  total  capacity  of  the  container,  as 
determined  by  the  general  method  for 
All  of  containers  prescribed  In  i  130.13 

(b)  of  this  chapter;  except  that  In  the 
case  of  glass  containers  having  a  total 
capacity  of  192  ml  fiuid  ounces)  or 
less,  the  All  is  not  less  than  85  percent. 

(2)  Sampling  and  acceptance  proce¬ 
dure:  A  lot.wUl  be  deemed  to  faU  below 
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the  standard  of  fill  when  the  number  of 
“defectives”  exceeds  the  acceptance 
number  “c”  in  the  sampling  plans  pre¬ 
scribed  in  paragraph  (c)  (2)  (il)  of  this 
section. 

^i)  Definitions  of  terms  to  be  used  in 
the  sampling  plans  in  paragraph  (c)  (2) 

(ii)  of  this  section  are  as  follows; 

(a)  Lot.  A  collection  of  primary  con¬ 
tainers  or  imits  of  the  same  size,  type, 
and  style  manufactmed  or  packed  imder 
similar  conditions  and  handled  as  a 
single  unit  of  trade. 

(b)  Lot  size.  The  number  of  primary 
containers  or  units  in  the  lot. 

(c)  Sample  size  “n.”  The  total  number 
of  sample  units  drawn  for  examination 
from  a  lot  as  indicated  in  paragraph  (c) 

(2)  (ii)  of  this  section. 

(d)  Sample  unit.  A  container,  the  en¬ 
tire  contents  of  a  container,  a  portion  of 
the  contents  of  a  container,  or  a  com¬ 
posite  mixture  of  product  from  small 
containers  that  is  sufiftcient  for  examina¬ 
tion  or  testing  as  a  single  unit. 

(c)  Defective.  A  container  that  falls 
below  the  requirement  for  minimum  fill 

firescribed  in  paragraph  (c)(1)  of  this 
ection  is  considered  a  “defective.” 

(/)  Acceptable  number  “c.”  The  max¬ 
imum  number  of  defective  sample  imits 
permitted  in  the  sample  in  order  to  con¬ 
sider  the  lot  as  meeting  the  specified 
requirements. 

(fir)  Acceptable  quality  level  (AQL). 
The  maximum  percent  of  defective  sam¬ 
ple  imlts  permitted  in  a  lot  that  will  be 
accepted  approximately  95  percent  of  the 
time. 

(ii)  Sampling  and  ficceptance: 
Acceptable  quality  level  (AQL)  6.5 


Lot  slfe  (fMimary 

Size  of  container 

contalnors) 

Net  weight  equal  to  or  less 

than  1  kg  (2.2  lb) 

n  c 

4,800  or  less . . . 

IS 

2 

4,801  to  24,000 . 

21 

3 

24,001  to  48,000 . 

20 

4 

48,001  to  84,000 . 

48 

8 

84,001  to  144,000 . 

84 

9 

144,001  to  240,000 . 

128 

13 

©Tcr  240,000 . . 

200 

19 

Net  weight  greater  than  1  kg 
(2.2  lb)  but  not  more  than 

4.5  kg  (10  lb) 

n  c 

2,400  or  less . 

13 

2 

2,401  to  15,000 . 

21 

3 

15,001  to  24,000 . 

29 

4 

24,001  to  12,000 . 

48 

6 

42,001  to  72,000 . 

84 

9. 

72,001  to  130,000 . 

126 

13 

Over  120,000 . 

300 

19 

Net  weight  greeter  then  4.5  kg 
(10  lb) 


«  c 


000  or  less . . . 

13 

2 

001  to  2,000 . 

21 

3 

2,001  to  7,300 _ 

29 

4 

7,301  to  15,000 _ 

48 

6 

15,001  to  34,000..  . 

84 

9 

24,001  to  42,000 . 

136 

13 

Over  42,000 _ 

300 

It 

•snomber  o(  primary  eontaloers  tat  sami^ 
(=aooeptaDee  nnmber. 


(3)  If  canned  applesauce  falls  below 
the  standard  of  fill  of  container  pre¬ 
scribed  in  paragraph  (c)(1)  of  this  sec¬ 
tion,  the  label  shall  bear  the  general 
statement  of  substandard  fill  specified  In 
§  130.14(b)  of  this  chapter,  in  the  man¬ 
ner  and  form  therein  specified. 

§145.115  Canned  apricots. 

(a)  Identity — (1)  /ngrcdienfs.  Canned 
apricots  is  the  food  prepared  from  ma¬ 
ture  apricots  of  one  of  the  optional  styles 
specified  in  paragraph  (a)  (2)  of  this  sec¬ 
tion,  which  may  be  packed  as  solid  pack 
or  in  one  of  the  optional  packing  media 
specified  in  paragraph  (a)  (3)  of  this 
section.  Such  food  may  also  contain  one. 
or  any  combination  of  two  or  more  of 
the  following  safe  and  suitable  optional 
ingredients: 

(i>  Natural  and  artificial  flavors. 

<ii)  Spice. 

(iii)  Vinegar,  lemon  juice,  or  organic 
acids. 

(iv)  Apricot  pits,  except  in  the  cases 
of  unpeeled  whole  apricots  and  peeled 
whole  apricots,  in  a  quantity  not  more 
than  1  apricot  pit  to  each  227  grams  (8 
ounces)  of  finished  canned  apricots. 

(V)  Apricot  kernels,  except  in  the  cases 
of  unpeeled  whole  apricots  and  peeled 
whole  apricots,  and  except  when  (wtlonal 
ingredient  under  paragraph  (a)  (4)  of 
this  section  is  used. 

(vi)  Ascorbic  acid  in  an  amount  no 
greater  than  necessary  to  preserve  color. 

Such  food  is  sealed  in  a  container  and 
before  or  after  sealing  is  so  processed  by 
heat  as  to  prevent  spoilage. 

(2)  Optional  styles  of  the  apricot  in¬ 
gredient.  The  optional  styles  of  the  apri¬ 
cot  ingredient  referred  to  in  paragraph 
(a)  of  this  section  are  peeled  or  un¬ 
peeled  : 

(i)  Whole. 

(ii)  Halves. 

(iii)  Quarters. 

(iv)  Slices. 

(V)  Pieces  or  irregular  pieces. 

Each  such  ingredient,  except  in  the  cases 
of  unpeeled  whole  apricots  and  peeled 
whole  apricpts.  Is  pitted. 

(3)  Packing  media,  (i)  Ihe  optlcmal 
packing  media  referred  to  in  paragraph 
(a)  (1)  of  this  section,  as  defined  In 
§  145.3  are: 

(a)  Water. 

(b)  Fruit  juice(s)  and  water. 

Cc)  Fruit  juice(s) . 

Such  packing  media  may  be  used  as  such 
or  any  one  or  any  combinati(m  of  two  or 
more  safe  and  suitable  nutritive  carbo¬ 
hydrate  sweetener(s)  may  be  added. 
Sweeteners  defined  in  §  145.3  shall  be  as 
defined  therein,  except  that  a  nutritive 
carbohydrate  sweetener  for  which  a 
standard  of  identity  has  been  estab¬ 
lished  in  Part  168  of  this  chiq>ter  shall 
comply  with  such  standard  in  lieu  of 
any  definition  that  may  appear  in  §  145.3. 

(ii)  When  a  sweetener  is  added  as  a 
part  of  any  such  liciuld  packing  medium, 
the  density  range  of  the  resulting  pack¬ 
ing  medium  expressed  as  percent  by 
weight  of  sucrose  (degrees  Brix)  as  de¬ 


termined  by  the  procedure  prescribed  in 
§  145.3 (m)  shall  ^  designate  by  the  ap¬ 
propriate  name  for  the  resi^ective  density 
ranges,  namely: 

(a)  When  the  density  of  the  solution  is 
10  percent  or  more  but  less  than  16  per¬ 
cent,  the  medium  shall  be  designated  as 
“slightly  sweetened  water”;  or  “extra 
light  sirup”;  “slightly  sweetened  fruit 
juice(s)  and  water”;  or  “slightly  sweet¬ 
ened  fruit  juice(8)”,  as  the  case  may  be. 

(b)  When  the  density  of  the  solution 
is  16  percent  or  more  but  less  than  21 
percent,  the  mediiun  shall  be  designated 
as  “light  sirup”;  “lightly  sweetened 
fruit  juice(s)  and  water”;  or  “lightly 
sweetened  fruit  juice(s)  ”,  as  the  case 
may  be. 

(c)  When  the  density  of  the  solution 
is  21  percent  or  more  but  less  than  25 
percent,  the  medium  shall  be  designated 
as  “heavy  sirup”;  “heavily  sweetened 
fruit  juice(s)  and  water”;  or  “heavily 
sweetened  fruit  juice(s)  ”,  as  the  case  may 
be. 

(d)  When  the  density  of  the  solu¬ 
tion  is  25  percent  or  more  but  not  more 
than  40  percent,  the  medium  shall  be 
designated  as  “extra  heavy  sirup”;  “ex¬ 
tra  heavily  sweetened  fruit  juice(s)  and 
water”;  or  “extra  heavily  sweetened 
fruit  juice(s)”,  as  the  case  may  be. 

(4)  Labeling  requirements,  (i)  llie 
name  of  the  f(x>d  is  “apricots”.  The  name 
of  the  food  shall  also  include  a  declara¬ 
tion  of  any  flavoring  that  characterizes 
the  product  as  specified  in  §  101.22  of  this 
chapter  and  a  declaration  of  any  spice 
or  seasoning  that  characterizes  the  prod¬ 
uct;  for  example,  “Spice  Added”,  or  in 
lieu  of  the  word  “Spice”,  the  common 
name  of  the  spice,  “Seasoned  with  Vine¬ 
gar”  or  “Seasoned  with  Apricot  Kernels”. 
When  two  or  more  of  the  optional  in¬ 
gredients  specific  in  paragraph  (a)(1) 
(ii)  through  (iv),  inclusive,  of  this  sec¬ 
tion  are  used,  such  words  may  be  (X)m- 
bined  as  for  example,  “Seasoned  with 
Cider  Vinegar,  Cloves,  Cinnamon  Oil  and 
Apricot  Kernels”. 

(il)  The  style  of  the  apricot  ingredient 
as  provided  in  paragraph  (a)  (2)  of  this 
section  and  the  name  of  the  packing 
mediiun  as  used  in  paragraph  (a)  (3)  (i) 
and  (ii)  of  this  section,  preceded  by  “In” 
or  “Packed  in”  or  the  words  “solid  pack”, 
where  applicable,  shall  be  included  as 
part  of  the  name  or  in  close  proximity 
to  the  name  of  the  food,  except  that 
pieces  or  irregular  pieces  shall  be  desig¬ 
nated  “Pieces”,  “Irregular  pieces”,  or 
“Mixed  pieces  of  irregular  sizes  and 
shapes”.  The  style  of  the  apricot  in¬ 
gredient  shall  be  preceded  or  followed 
by  “Unpeeled”  or  “Peeled”,  as  the  case 
may  be.  “Halves”  may  be  alternatively 
designated  “Halved”,  “Quarters”  as 
“Quartered”  and  “Slices”  as  “Sliced”. 
When  the  packing  medium  is  prepared 
with  a  sweetener(s)  which  imparts  a 
taste,  flavor  or  other  characteristic  to 
the  finished  food  in  addition  to  sweet¬ 
ness.  the  name  of  the  packing  medium 
shall  be  accompanied  by  the  name 
of  such  sweetener(s) ,  as  for  example 
In  the  case  of  a  mixture  of  brown 
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sugar  and  honey,  an  appropriate  state¬ 
ment  would  be  ** - alnip  of 

brown  sugar  and  honey”  the  blank  to  be 
filled  in  with  the  word  “ll^t",  “heavy”, 
or  “extra  heavy”  as  the  case  may  be. 
When  the  liquid  portion  of  the  packing 
media  provided  for  in  paragraph  (a)  (3) 

(1)  and  (ii)  of  this  secticm  consists  of 
fruit  juice(s),  such  Juice(s)  shall  be 
designated  in  the  name  of  the  packing 
medium  as: 

(o)  In  the  case  of  a  single  fruit  juice, 
the  name  of  the  Juice  shall  be  used  in  lieu 
of  the  word  “fruit”. 

(b)  In  the  case  of  a  combination  of 
two  or  more  fruit  Juices,  the  names  of 
the  Juices  in  the  order  of  predominance 
by  weight  shall  either  be  used  in  lieu  of 
the  word  “fruit”  in  the  name  of  the 
packing  medium,  or  be  declared  on  the 
label  as  specified  in  paragraph  (a)(4) 
(ill)  of  this  section,  and 

(c)  In  the  case  of  a  single  fruit  Juice 
or  a  combination  of  two  or  more  fruit 
Juices  any  of  which  are  made  from  con- 
centrate(s),  the  words  “fitun  concen- 
trate(s)  ”  shall  follow  the  word  “Julee(8)  ** 
In  the  name  of  the  packing  medium  and 
In  the  name(s)  of  such  ]ulce(s)  when 
declared  as  specified  In  paragraph  (a) 
(4)  (111)  of  this  section. 

(Ill)  Whenever  the  names  of  the  fruit 
Juices  used  do  not  i4>pear  In  the  name  of 
the  packing  medium  as  provided  In  par¬ 
agraph  (a)  (4)  (11)  (b)  oi  this  section, 
such  names  and  the  words  “from  con¬ 
centrate,"  as  specified  In  paragraph  (a) 
(4)  (11)  (c)  of  this  section,  shall  an>ear 
In  an  ingredient  statement  pursuant  to 
the  requirements  of  §  L01.3(d)  of  this 
chapter. 

(Iv)  Each  of  the  optional  Ingredients 
used  shall  be  declared  on  the  labd  as 
required  by  the  applicable  sections  of 
Part  101  of  this  chapter. 

(b)  Qtmttfy— (1)  The  standard  of 
quality  ter  canned  aiuicots  Is  as  f<^ws: 

(1)  All  units  tested  In  accordance  with 
the  method  prescribed  In  paragraph  (b) 

(2)  of  this  section  are  pierced  by  a  weight 
(rf  not  more  than  300  grams. 

(II)  In  the  cases  ot  vdicde  apricots, 
halves,  and  quarters,  the  weiiht  of  the 
largest  unit  In  the  container  is  not  more 
than  twice  the  weight  of  the  smallest 
unit  therein. 

(III)  Not  more  than  20  percent  of  the 
units  in  the  container  are  blemished 
with  scab,  hall  Injury,  dlscoloratkm.  or 
other  abnormalities. 

(Iv)  In  the  cases  ot  wlxde  apricots, 
halves,  and  quarters,  all  units  are  un¬ 
trimmed.  or  are  so  trimmed  as  to  pre¬ 
serve  normal  shape. 

(v)  Exc^  In  the  case  of  mixed  pieces 
of  irregular  siaes  and  shapes,  not  more 
than  5  peremt  of  the  imits  In  a  container 
of  20  or  more  units,  and  not  mwe  than 
1  unit  in  a  ccmtalner  of  less  than  20  units, 
are  crushed  or  brok«i.  (A  unit  which 
has  lost  its  normal  shv^e  because  of  ripe¬ 
ness  and  which  bears  no  maik  of  crush¬ 
ing  shall  not  be  considered  to  be  crushed 
or  broken.) 

(2)  Canned  apricots  shall  be  tested 
by  the  fc^lowlng  method  to  determine 
i^Mther  or  not  they  meet  the  require¬ 
ments  of  paragrm^  (b)(1)  (1)  oi  this 


section:  So  trim  a  test  irfece  from  the 
unit  as  to  fit,  with  ped  surface  up. 
Into  a  supporting  receptacle,  g  t^ 
unit  is  of  different  firmness  In  different 
parts  of  Its  ped  siuface,  trim  the  piece 
fnxn  the  firmest  part.  If  Uie  piece  Is 
unpeeled,  remove  the  peeL  The  top  of 
the  receptacle  is  circular  in  shape,  of  IH 
inches  Inside  diameter,  with  vertical 
sides;  or  rectangular  in  shape,  inch  by 
1  inch  inside  mectfuronents.  with  ends 
vertical  and  sides  sloping  downward  and 
Joining  at  the  cento*  at  a  vertical  depth 
of  %  inch.  Use  the  circular  receptacle 
for  testing  units  of  such  sise  that  a  test 
piece  can  be  trimmed  therefrom  to  fit  It. 
Use  the  rectangular  receptacle  for  test¬ 
ing  otho  units.  Test  no  unit  from 
which  a  test  piece  with  rectangular  peel 
surface  at  least  ^  inch  by  1  inch  cannot 
be  trimmed.  Test  the  piece  by  means  of 
a  round  metal  rod  Inch  In  diameter. 
To  the  upper  end  of  the  rod  Is  aflbeed 
a  device  to  ^rixloh  weight  can  be  added. 
The  rod  Is  hrid  verUcally  by  a  support 
through  \riiich  It  can  fredy  move  up¬ 
ward  or  downward.  The  lower  end  of 
the  rod  is  a  plane  surface  to  which  the 
vertical  axis  of  the  rod  Is  perpendicular. 
Adjust  the  combined  weight  of  the  rod 
and  device  to  100  grams.  Set  the  re- 
c^vtacle  so  that  the  surface  of  the  test 
piece  Is  held  horieemtaUy.  Lower  the 
end  of  the  rod  to  the  approximate  center 
of  such  surface,  and  add  weight  to  the 
device  at  a  uniform,  continuous  rate  of 
13  grams  per  second  untfl  the  rod  pierces 
the  test  piece.  Wel^  the  rod  and 
weighted  device.  Test  all  units  in  con¬ 
tainers  of  50  units  or  less,  except  those 
units  too  small  for  testing  or  too  soft 
for  trimming.  Test  at  least  50  units, 
taken  at  random.  In  containers  ot  more 
than  50  units;  but  If  less  than  50  units 
are  ot  sufficient  size  and  firmness  for 
testing,  test  those  which  are  of  sufficient 
size  and  firmness. 

(3)  It  the  quality  ot  canned  i^ricots 
falls  briow  the  standard  prescribed  In 
paragnq>h  (b)(1)  of  this  section,  the 
labri  shall  bear  the  general  statement  of 
substandard  quality  specified  In  1 130.14 
(a)  (ff  this  chapter.  In  the  manner  and 
torm  therein  q)ecified;  but  In  lieu  of  such 
general  statement  of  substandard  quality, 
the  labri  may  bear  the  alternative  state¬ 
ment  “Below  standard  In  quality 

_ ",  the  blank  to  be  filled  In 

with  the  words  specified  after  the  cor¬ 
responding  numbn  of  each  sulMiaragraih 
(ff  paragraih  (b)  (1 )  of  this  section  which 
such  canned  apricots  fail  to  meet,  as 
follows;  (1)  “Not  tender”;  (11)  “Mixed 
sizes”;  (lii)  “Blemished";  (iv)  “Unevenly 
trimmed”;  (v)  “Partly  crushed  or 
broken”.  Such  alternative  statement  shall 
Immediately  and  conspicuously  precede 
or  follow,  without  Intervening  written, 
printed,  or  griq^dc  matter,  the  name 
“apricots”  and  any  words  and  statements 
required  or  authorized  to  appear  with 
such  name  by  S  145.115(a)  (2) . 

(c)  FUl  of  container — (1)  The  stand¬ 
ard  of  fill  of  container  for  canned  «pri- 
oots  is  the  maximum  quantity  of  the  op¬ 
tional  amicot  ingredient  that  can  be 
sealed  in  the  container  and  processed  by 


heat  to  imvent  spoilage,  without  crush¬ 
ing  or  breaking  such  Ingredient. 

(3)  If  canned  apricots  fall  below  the 
standard  of  fill  of  containn*  prescribed 
In  paragraqih  (c)  (1)  ot  this  section,  the 
label  shall  bear  the  general  statement  of 
substandard  fill  specified  in  1 130.14(b) 
of  this  chiqjter.  In  the  manner  and  form 
therrin  specified. 

§  145.116  .4rlifirijilly  SMertenrd  CHnneil 

aprirotH. 

(a)  Artificially  sweetened  canned  apri¬ 
cots  is  the  food  which  conf(»ms  to  the 
definition  and  standard  of  Identity  {de¬ 
scribed  for  canned  apricots  by  1 145.115 
(a),  except  that  In  lieu  of  a  {lacking 
medium  s{)ecifled  in  i  145.115(a)  (3),  the 
packing  medium  used  Is  water  artificially 
sweetened  with  saccharin,  sodium  sac¬ 
charin,  or  a  combination  of  both.  Such 
{xu^klng  medium  may  be  thickened  with 
{>ectln  and  may  contain  any  mixture  of 
any  edible  organic  salt  or  salts  and  any 
ediUe  organic  acid  or  acids  as  a  fiavor- 
enhanclng  agoit.  In  a  quantity  not  more 
than  Is  reasonably  required  for  that 
puipose. 

(b)  (1)  The  si)ecified  name  of  the  food 

Is  “artlfically  sweetened _ ”,  the 

blank  being  filled  in  with  the  name  pre¬ 
scribed  by  i  145.115(a)  tor  canned  apri¬ 
cots  having  the  same  optional  apricot  in¬ 
gredient. 

(2)  The  artificially  sweetened  food  Is 
subject  to  the  requirements  for  label 
statement  of  0{>tkxial  ingredients  used, 
as  prescribed  f<^  canned  a{)ricot8  by 
i  145.115(a).  If  the  {>acklng  medium  Is 
thickened  with  {)ectln,  the  labrt  shall 
bear  the  statement  “thickened  with 
{)ectin”.  When  any  organic  salt  or  acid  or 
any  mixture  of  two  or  more  of  these  Is 
added,  the  label  shall  bear  the  common 
or  usual  name  of  each  such  ingredient. 

§  145.118  ('.anned  apriroU  with  ram. 

Canned  apricots  with  nun  conforms 
to  the  definition  and  standard  of  Iden¬ 
tity  and  is  subject  to  the  requirements 
for  label  statement  of  optional  In¬ 
gredients,  prescribed  f(»'  canned  «}rl- 
cots  by  i  145. 115(a),  except  that  It  con¬ 
tains  added  rum  In  such  amoimt  that  its 
alcohol  content  is  more  than  3  {>ercent 
but  less  than  5  {)ercent  by  weight. 

§  145.120  Canned  berries. 

(a)  Ingredients.  Canned  berries  is  the 
food  pre{>ared  from  any  suitable  variety 
of  one  of  the  optional  berry  Ingredioits 
s{)ecified  In  paragraph  (b)  of  this  sec- 
ti(m,  which  may  be  {)acked  in  one  of  the 
optional  {)acking  media  sjjecifled  in  para- 
gra{di  (c)  of  this  section.  It  may  contain 
safe  and  suitable  natural  and  artificial 
fiavors.  It  is  sealed  In  a  container  and 
before  or  after  sealing  is  so  processed  by 
heat  as  to  prevent  s{)ollage. 

(b)  Varietal  types.  The  optional  berry 
ingredients  referred  to  in  paragraph  (a) 
Ot  this  section  are  pre{>ared  from 
stonmed  fruit  of  the  following  (g>tional 
varietal  ty{>es  of  berry  ingredient; 
namely: 

(1)  Raspberry  varieties  conforming  to 
the  characteristics  of  Rubus  idaeus  L. 
or  Rtfbtts  occidentatts  L. 
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(2)  Blackberries. 

(3)  Blueberries. 

(4)  Boysenberries. 

(5)  Dewberries. 

(6)  Gooseberries. 

(7)  Huckleberries. 

(8)  Loganberries. 

(9)  Strawberries. 

(10)  Youngberries. 

(c)  Packing  media.  (1)  Hie  optional 
packing  media  referred  to  In  paragraph 

(a)  of  this  section,  as  defined  In  {  145.3 
are: 

(1)  Water. 

(11)  PYult  juice(s)  and  water. 

(ill)  PYuit  Juice  (s). 

Such  packing  media  may  be  used  as  such 
or  any  <me  or  any  combination  of  two 
or  more  safe  and  suitable  nutritive  car¬ 
bohydrate  sweetener(s)  may  be  added. 
Sweeteners  defined  In  $  145.3  shall  be  as 
defined  therein,  exc^t  that  a  nutritive 
carbohydrate  sweetener  for  which  a 
standard  of  identity  has  been  established 
In  Part  168  of  this  chapter  shall  comply 
with  such  standard  In  lieu  of  any  defini¬ 
tion  that  may  appear  In  i  145.3. 

(2)  When  a  sweetener  Is  added  as  a 
part  of  any  such  liquid  packing  medium, 
the  four  density  ranges  of  the  resulting 


Riiiipb««Tie8 . .  11  15  15 

Blackberries. .  H  14 

Blneberriee.. .  15  15 

Boysenberries . U  14 

Dewbetties.. . 14  14 

Gooseberries . 14  14 

lloel^bM^es .  15  15 

Loganberries. .  14  14 

Strawberries .  14  14 

YounKberries.. .  14  14 


(d)  Labeling  requirements.  (1)  The 
name  of  the  food  is  the  appropriate  name 
of  the  berry  Ingredient  specified  in  para¬ 
graph  (b)  of  this  section. 

(2)  The  name  of  the  packing  medium, 
as  used  In  piaragraph  (c)  (1)  of  this  sec¬ 
tion  preceded  by  “In”  or  “Packed  In”  as 
provided  In  paragraph  (c)  of  this  sec¬ 
tion  and.  In  the  case  of  raspberries  other 
than  red  raspberries  provided  for  In 
paragraph  (b)  of  this  section,  the  name 
of  such  packing  medium  and  the  color  of 
such  raspberry  shall  be  Included  as  pait 
of  the  name  or  in  close  proximity  to  the 
name  of  the  food.  When  the  packing 
medium  Is  prepared  with  a  sweetener(s) 
which  Impails  a  taste,  flavor  or  other 
characteristic  to  the  finished  food  In 
addition  to  sweetness,  the  name  of 
the  packing  medium  shall  be  accom¬ 
panied  by  the  name  of  such  sweet- 
ener(s).  as  for  example  In  the  case 
of  a  mlyture  of  brown  sugar  and  honey, 
an  appropriate  stat^ent  would 

“ _ sirup  of  brown  sugar  and 

honey”  the  blank  to  be  filled  In  with  the 
'  word  “light”,  “heavy”,  or  “extra  heavy” 
as  the  case  may  be.  When  the  liquid  por¬ 
tion  of  the  packing  media  provided  for 
In  paragreqdi  (c)  (1)  and  (2)  of  this  sec¬ 


packing  media  hereinafter  speclfled  for 
each  berry  Ingredient,  expressed  as  per- 
c^t  by  weight  of  sucrose  (degrees  Brlx) 
as  determined  by  the  procedure  described 
In  S  145.3(m),  shall  be  designated  by  the 
appropriate  name  for  each  of  the  respec¬ 
tive  density  ranges  for  each  berry  Ingre¬ 
dient  as: 

(I)  “Slightly  sweetened  water”;  or 
“extra  light  sirup”;  “slightly  sweetened 
fruit  juice  (s)  and  water”;  or  “slightly 
sweetened  fruit  juice  (s)”,  as  the  case 
may  be. 

(II)  “Light  sirup”,  when  the  liquid 
used  Is  water;  “lightly  sweetened  fruit 
juice(s)  and  water”;  or  "lightly 
sweetened  fruit  julcefs)”,  as  the  case 
may  be. 

(ill)  “Heavy  sirup”,  when  the  liquid 
used  is  water;  or  “heavily  sweetraed 
fruit  julce(s)  and  'water”;  or  “heavily 
sweetened  fruit  juice  (s)”,  as  the  case 
may  be. 

(iv)  “Extra  heavy  sirup”,  when  the 
liquid  used  is  water;  or  “extra  heavily 
sweetened  fruit  julcets)  and  water”;  or 
“extra  heavily  sweetened  fruit  julce(t)  ”, 
as  the  case  may  be. 

The  density  ranges  referred  to  herein 
are: 
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tlon  consists  of  fruit  juloe(8) ,  such 
julce(s)  shall  be  designated  in  the  name 
of  the  pecking  medium  as: 

(i)  In  the  case  of  a  single  fruit  Juke, 
the  name  of  the  juice  shall  be  used  in  lieu 
of  the  word  “fruit”; 

(11)  In  the  case  of  a  combination  of  two 
or  more  fruit  juices,  the  names  of  the 
juices  In  the  order  of  predominance  by 
weight  shall  either  be  used  In  lieu  of 
the  word  “fruit”  In  the  name  of  the 
packing  medium,  or  be  declsued  on  the 
label  as  specified  In  paragraph  (c)  of  this 
section;  and 

(Hi)  In  the  case  of  a  single  fruit  juice 
or  a  combination  of  two  or  more  fruit 
juices  any  of  which  are  made  from  con- 
centrate(s),  the  words  “from  conoen- 
trate(s)  ”  shall  follow  the  word  “julce(8)  ” 
in  the  name  of  the  packing  medium  and 
In  the  name(s)  of  such  juloe(s)  when 
declared  as  specified  In  paragrai^  (d)  (3) 
of  this  section. 

(3)  Whenever  the  names  of  the  fruit 
juices  used  do  not  appear  In  the  name 
of  the  packing  medium  as  provided  In 
paragraph  (d)  2)  (11)  of  this  8e<^on. 
such  names  and  the  words  “from  con¬ 
centrate”,  as  specified  In  paragraph 
(d)  (2)  (ill)  of  this  section,  rtiell  aivear 


In  an  Ingredient  statement  pursuant  to 
the  requirements  of  S  101.3(d)  of  this 
chapter. 

(4)  Each  of  the  (national  ingi-edlents 
used  shall  be  declared  on  the  label  as  re¬ 
quired  by  the  af^hcable  sections  of  Part 
101  of  this  chapter. 

§  145.125  Canned  rherricii. 

(a)  Identity — (1)  Ingredients.  Canned 
cherries  is  the  food  prepared  from  one  of 
the  optional  fresh  or  previously  canned 
cherry  ingredients  specified  In  paragraph 
(a)  (2)  of  this  section,  which  may  be 
packed  In  one  of  the  optional  packing 
media  specified  in  paragraph  (a)(3)  of 
this  section.  Such  food  may  also  contain 
one,  or  any  combination  of  two  or  more, 
of  the  following  safe  and  suitable  op¬ 
tional  Ingredients: 

(1)  Natural  and  artificial  flavors. 

(ii)  Spice. 

•  (iii)  Vinegar,  lemon  juice,  or  organic 
acids.  * 

Such  food  is  sealed  in  a  container  and 
before  or  after  sealing  Is  so  processed  by 
heat  as  to  prevent  spoilage. 

(2)  Varietal  types  and  styles.  The  op¬ 
tional  cherry  ingredients  referred  to  In 
paragraph  (a)(1)  of  this  section  are  pre¬ 
pared  from  mature  pitted  or  unpltted 
cherries  of  the  red  tart  or  alternatively, 
red  sour,  light  sweet  or  dark  sweet  vari¬ 
etal  group. 

(3)  Packing  media.  (1)  The  optional 
packing  media  referred  to  In  paragraph 
(a)(1)  of  this  section,  as  defined  In 

5  145.3  are: 

(a)  Water,- 

(b)  Fruit  juice(s)  and  water. 

(c)  Fruit  juice(s) . 

Such  packl^  media  may  be  used  as 
such  or  any  one  or  any  combination  of 
two  or  more  safe  and  suitable  nutritive 
carbohydrate  sweetener  (s)  may  be 
added.  Sweeteners  defined  In  8  145.3  shall 
be  as  defined  therein,  except  that  a  nu¬ 
tritive  carbohydrate  sweetener  for  which 
a  standard  of  identity  has  been  estab¬ 
lished  in  Part  168  of  this  chapter  shall 
comply  with  such  standard  In  lieu  of 
any  definltkm  that  may  appear  In 

6  145.3. 

(11)  When  a  sweetener  Is  added  as  a 
part  of  any  such  liquid  packing  medium, 
the  density  range  of  the  resulting  ptack- 
Ing  medium  expressed  as  percent  by 
weight  of  sucrose  (degrees  Brlx)  as  de¬ 
termined  by  the  procedure  prescribed  In 
8  145.3 (m)  shall  be  designated  by  the  ap¬ 
propriate  name  for  the  respective  den¬ 
sity  ranges,  namely: 

(a)  In  the  case  of  sweet  cherries; 

(i)  When  the  density  of  the  solution 
is  less  than  16  percent,  the  medium  shall 
•be  designated  as  “slightly  sweetened 
water”;  or  “extra  light  sirup”;  “slightly 
sweetened  fruit  juice(s)  and  water”;  or 
“slightly  sweetened  fruit  julce(s)”,  as 
the  case  may  be. 

(U)  When  the  density  of  the  solution 
is  16  percent  or  more  but  less  than  20 
percent,  the  medium  shall  be  designated 
as  “light  sirup”;  “lightly  sweetened  fruit 
julce(s)  and  water”;  or  “lightly  sweet¬ 
ened  fruit  julce(8)”,  as  the  case  may  be. 


Optional  l>errj- 
iu|T«<Ueut 


(il) 


(iU) 


Maximum  Maximinn  Maximum  Maxtanmn 

Minimum  less  than  Minimum  leas  than  Minimum  leas  than  Minimum  not-muia 
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(iii)  When  the  density  ot  the  solution 
Is  20  percmt  or  more  but  leM  than  25 
Oercent.  the  medium  shall  be  designated 
as  “heavy  sirup’*:  "heavily  sweetened 
fruit  julce(8)  and  water";  or  "heavily 
sweetened  fruit  Julcefs)".  as  the  case 
may  be. 

(to)  When  the  density  of  the  solution 
is  25  percent  or  more  but  not  more  than 
35  percent,  the  medium  shall  be  desig¬ 
nated  as  “extra  heavy  sirup";  “extra 
heavily  sweetened  fruit  Juice  (s)  and 
water";  or  "extra  heavily  sweetened 
fruit  Juice(s) ",  as  the  case  may  be. 

<b)  In  the  case  of  red  tart  cherries: 

(O  When  the  density  of  the  solution  is 
less  than  18  percent,  the  medium  shall 
be  designated  as  “slightly  sweetened 
water”;  “slightly  sweetened  fruit  Juice (s) 
and  water";  or  “slightly  sweetened  fruit 
Juice(s) ",  as  the  case  may  be. 

(ii)  When  the  dmsity  of  the  solution 
is  18  percent  or  more  but  less  than  22 
percent,  the  medium  shall  be  designated 
as  “light  sirup":  "lightly  sweetened  fruit 
Juice(s)  and  water";  or  ‘llihtly  sweet¬ 
ened  fruit  JulceCs)",  as  the  case  may  be. 

(iH)  When  the  density  of  the  solution 
is  22  percent  or  more  but  less  than  28 
percent,  the  medium  shall  be  designated 
as  “heavy  sirup";  “heavily  sweetened 
fruit  JulceCs)  and  water";  or  “heavily 
sweetened  fruit  JulceCs)",  as  the  case 
may  be. 

(iv)  When  the  density  of  the  solution 
is  28  percent  or  more  but  not  more  than 
45  percent,  the  medium  shall  be  desig¬ 
nated  as  “extra  heavy  sirup";  "extra 
heavily  sweetened  fruit  JulceCs)  and 
water”;  or  “extra  heavily  sweetened  fruit 
JulceCs)  ”,  as  the  case  may  be. 

(4)  Labeling  requirements.  (1)  The 
name  of  the  food  is  “cherries".  The  op¬ 
tional  varietal  tsrpe  as  set  forth  in  para¬ 
graph  (a)  C2)  of  this  section,  preceded  or 
followed  by  the  word  “pitted"  when  this 
is  the  fact,  shall  be  a  part  of  the  name. 
The  name  of  the  food  shall  also  Include 
a  declaration  of  any  flavoring  that  char¬ 
acterizes  the  product  as  specified  in 
f  101.22  of  this  chapter  and  a  declara¬ 
tion  of  any  spice  or  seasoning  that  char¬ 
acterizes  the  product;  for  example, 
“Spice  added",  or  in  Ueu  of  the  word 
“Spice",  the  common  name  of  the  spice, 
or  “Seasoned  with  lemon  Juice".  When 
two  or  more  of  the  optional  ingredients 
^>ecifled  in  paragraph  (a)  (1)  (11)  and 
(ill)  of  this  section  are  used,  such  words 
may  be  combined  as  for  example.  “Sea¬ 
soned  with  cider  vinegar,  cloves,  and 
cinnamon  oil". 

(11)  The  color  type  and  style  of  the 
cherry  ingredient  as  provided  in  para¬ 
graph  (a)  (2)  of  this  section  and  the 
name  of  the  packing  medium  specified 
in  paragraph  (a)  (3)  (i)  and  (11)  of  this 
section,  preceded  by  “In"  or  “Packed  in" 
or  the  words  “solid  padc",  where  appli¬ 
cable.  shall  be  Included  as  part  of  the 
name  or  in  close  proximity  to  the  name 
of  the  food.  When  the  packing  medium 
is  prepared  with  a  sweetener  (s)  which 
imparts  a  taste,  flavor  or  other  charac¬ 
teristic  to  the  finished  food  in  addition 
to  sweetness,  the  name  of  the  packing 
medium  shall  be  accompanied  by  the 
name  of  such  sweetenerCs),  as  for  ex¬ 


ample  in  the  case  of  a  mixture  of  brown 
sugar  and  honey,  an  approiulate  state¬ 
ment  would  be  “ _ simp  of 

brown  sugar  and  honey"  the  blank  to  be 
filled  in  with  the  word  "h^t”,  "heavy", 
or  “extra  heavy"  as  the  case  may  be. 
When  the  liquid  portioa  of  the  packing 
media  provided  for  in  paragraidi  (a)  (3) 

(I)  and  (11)  of  this  section  oonslsts  of 
fruit  Juice(s) ,  such  Julce(s)  shall  be  des¬ 
ignated  in  the  name  of  the  packing 
medium  as: 

(a)  In  the  case  of  a  sinsde  fruit  Juice,/ 
the  name  of  the  Juice  shall  be  used  in 
lieu  of  the  word  “fruit”; 

(b)  In  the  case  of  a  combination  of 
two  or  more  fruit  Juices,  the  names  of 
the  Juices  In  the  order  of  predcunlnance 
by  weight  shall  either  be  used  In  lieu  of 
the  wcMTd  “fruit"  in  the  name  of  the 
packing  medium,  or  be  declared  on  the 
label  as  specified  in  paragraph  (a)(4) 
(lii)  of  this  section;  and 

(c)  In  the  case  of  a  single  fnilt  Juice 
or  a  combination  of  two  or  more  fruit 
Juices  any  of  which  are  made  from  con¬ 
centrate  (s).  the  words  “from  concen- 
trate(s) "  shall  follow  the  word  "Juice(s) " 
in  the  name  of  the  packing  medium  and 
In  the  name(s)  of  such  Julce(s)  when 
declared  as  specifled  In  paragraph  (a) 
(4)  (ill)  this  secUon. 

(ill)  Whenever  the  names  of  the  fruit 
Juices  used  do  not  appear  in  the  name  of 
the  packing  medium  as  provided  in  para¬ 
graph  (a)  (4)  (il)  (b)  of  this  section,  such 
names  and  the  words  “from  concen¬ 
trate”,  as  specifled  in  paragraph  (a)  (4) 

(II)  (c)  of  this  section,  shall  impear  in 
an  Ingredient  statement  pursuant  to  the 
requirements  of  S  101.3(d)  of  this 
chapter. 

(iv)  Each  of  the  c^tional  ingredients 
used  shall  be  declar^  on  the  label  as 
required  by  the  applicable  sections  of 
Part  101  of  this  chapter. 

(b)  Quality — (1)  The  standard  of 
quality  for  canned  cherries  is  as  follows: 

(i)  In  the  case  of  pitted  cherries,  not 
more  than  1  pit  is  present  in  each  20 
ounces  of  csuined  cherries,  as  determined 
by  the  method  prescribed  in  paragraph 
(b)  (2)  (i)  of  this  section. 

(11)  In  the  case  of  unpitted  cherries, 
the  weight  of  each  cherry  in  the  con¬ 
tainer  is  not  less  than  ounce. 

(ill)  In  the  case  of  unpltted  cherries, 
the  weight  of  the  largest  cherry  in  the 
container  is  not  more  than  twice  the 
weight  of  the  smallest  cherry  therein. 

(iv)  In  the  case  6f  unpltted  cherries, 
the  total  weight  of  pits  is  not  more  than 
12  percent  of  the  weight  of  drained 
cherries,  as  determined  by  the  method 
prescribed  in  paragraph  (b)(2>(li)  of 
this  section. 

(V)  Not  more  than  15  percent  by  count 
of  the  cherries  in  the  container  are 
blemished  with  scab,  hall  injury,  discol¬ 
oration,  scar  tissue  (m:  other  abnormality. 
A  cherry  showing  skin  discolcmtlon 
(other  than  scald)  having  an  aggregate 
area  exceeding  that  tA  a  circle  %2  inch 
in  diameter  is  considered  to  be  blem¬ 
ished.  A  cherry  showing  discoloration 
of  any  area  but  extending  into  the  fruit 
tissue  is  also  considered  to  be  blemished. 


(2) (D  Pitted  canned  cherries  shall 
be  tested  by  the  follcmlng  method  to  de¬ 
termine  whether  or  not  they  comply  with 
the  requirements  of  paragraph  (b)  (1)  (i) 
of  this  section:  Take  at  random  such 
number  at  c(xitainers  as  to  have  a  total 
quantity  of  contents  ol  at  least  24  pounds. 
Open  the  containers  and  weigh  the  con¬ 
tents.  Count  the  pits  and  pieces  of  pit 
shell  in  such  totid  quantity.  Coimt  a 
piece  of  pit  shell  equal  to  or  smaller  than 
one-half  pit  shell  as  one-half  pit,  and  a 
piece  of  pit  shell  larger  than  one-half  pit 
shell  as  one  pit;  but  when  two  or  more 
pieces  of  pit  shell  are  within  or  attached 
to  a  single  cherry,  count  such  pieces  as 
one-half  pit  if  their  ccnnblned  size  is 
equivalent  to  that  of  one-half  pit  shell  or 
less,  and  as  one  pit  if  their  combined  size 
is  equivalent  to  that  of  more  than  one- 
half  pit  shell.  From  the  total  niunber  of 
pits  so  counted  and  the  combined  weight 
of  the  contents  of  all  the  containers, 
calcula:,3  the  niunber  of  pits  present  in 
each  20  ounces  of  canned  cherries. 

(il)  Unpltted  canned  cherries  shaU  be 
tested  by  the  following  method  to  de¬ 
termine  whether  or  not  they  comply  with 
the  requirements  of  paragraph  (b)  (1) 
(iv)  of  this  section;  Tilt  the  oj^ned  con¬ 
tainer  so  as  to  distribute  the  contents 
over  the  meshes  of  a  circular  sieve 
which  has  previously  been  weighed.  The 
diameter  of  the  sieve  is  8  inches  if  the 
quantity  of  the  contents  of  the  container 
is  less  than  3  pounds,  or  12  inches  if  such 
quantity  is  3  pounds  or  more.  The  bot¬ 
tom  of  the  sieve  is  No.  8  woven-wire 
cloth  which  complies  with  the  specifica¬ 
tions  for  such  cloth  set  forth  on  page  3 
of  “Standard  Specifications  for  Sieves." 
published  October  25.  1938,  by  United 
States  Department  of  Ccxnmerce,  Na¬ 
tional  Bureau  of  Standards.  Without 
shifting  the  cherries,  so  incline  the 
sieve  as  to  facilitate  drainage.  Two 
minutes  from  the  time  drainage  begins, 
weigh  the  sieve  and  drained  cherries. 
The  weight  so  found,  less  the  weight  of 
the  sieve,  shall  be  considered  to  be  the 
weight  drained  cherries.  Pit  the 
cherries  and  wash  the  pits  free  from  ad¬ 
hering  flesh.  Drain  and  weigh  the  pits 
by  the  method  prescribed  above.  Divide 
the  weight  of  pits  so  found  by  the  weight 
of  drained  cherries,  and  multiply  by  100. 

(3)  If  the  quality  of  cann^  cherries 
falls  below  the  standard  prescribed  in 
paragraph  (b)(1)  of  this  section,  the 
label  shall  bear  the  general  statement  of 
substandard  quality  specifled  in  i  130.14 
(a)  of  this  chapter,  in  the  manner  and 
form  therein  specifled;  but  in  lieu  of 
such  general  statement  of  substandard 
qiudlty,  the  label  may  bear  the  alterna¬ 
tive  statement  “Below  Standard  in 

Quality _ ",  the  blank  to  be  filled  in 

with  the  words  specified  after  the  cor¬ 
responding  number  of  each  subpara¬ 
graph  of  paragraph  (b)(1)  of  this  sec¬ 
tion  which  such  canned  cherries  fall  to 
meet,  as  follows:  (i)  “Partially  pitted"; 
(11)  “Small";  (ill)  “Mixed  sl^";  (iv) 
“Thin-fleshed";  (v)  “Blemished".  Such 
alternative  statement  shall  immediately 
and  conspicuously  precede  or  follow, 
without  intervening  written,  printed,  or 
graphic  matter,  the  name  “CTherrles"  and 
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any  words  and  statements  required  or 
authorized  to  appear  with  such  name 
by  S  145.12S(a)(2). 

(c)  Fill  of  container — (1)  The  stand¬ 
ard  of  fill  of  container  tor  canned  cher¬ 
ries  Is  the  maximum  quantity  of  the  op¬ 
tional  cherry '  ingredient  that  can  be 
sealed  In  the  container  and  processed  by 
heat  to  prevent  spoilage,  without  crush- 
.  ing  such  ingredient. 

(2)  If  canned  cherries  fall  below  the 
standard  of  fill  of  container  prescribed 
in  peuagraph  (c)  (1)  of  this  section,  the 
label  shall  bear  the  general  statement  of 
substandard  fill  specified  In  §  130.14(b) 
of  this  chapter,  In  the  manner  and  form 
therein  specified. 

§  145.126  Artificially  sweetened  canned 
cfaerries. 

(a)  Artificially  sweetened  canned 
cherries  is  the  food  which  conforms  to 
the  definition  and  standard  of  Identity 
prescribed  for  canned  cherries  by  S  145.- 
125(a).  except  that  In  lieu  of  a  packing 
medium  specified  In  S  145.125(a)  (3).  the 
packing  m^um  used  Is  water  artificially 
sweetened  with  saccharin,  sodium  sac¬ 
charin.  or  a  combination  of  both.  Such 
packing  medium  may  be  thickened  with 
pectin  and  may  contain  any  mixture  of 
any  ^ble  organic  salt  or  salts  and  any 
edible  organic  acid  or  acids  as  a  fiavor- 
enhanclng  agent.  In  a  quantity  not  more 
than  Is  reasonably  required  for  that  piu*- 
pose. 

(b)  (1)  The  specified  name  of  the  food 

Is  "artificially  sweetened _ ”,  the 

blank  being  filled  In  with  the  name  pre¬ 
scribed  by  S  145.125(a)  far  canned  cher¬ 
ries  having  the  same  optional  cherry  In¬ 
gredient. 

(2)  The  artificially  sweetened  food  Is 
subject  to  the  requirements  for  label 
statement  of  optional  Ingredients  used, 
as  prescribed  for  canned  cherries  by 
S  145.125 (a).  If  the  packing  medium  Is 
thickened  with  pectin,  the  label  shall  bear 
the  statement  "thickened  with  pectin”. 
When  any  organic  salt  or  acid  or  any 
mixture  of  two  or  more  of  these  is  added, 
the  label  shall  bear  the  oxnmon  or  usual 
name  of  each  such  Ingredient. 

§  145.128  Canned  cherries  with  rum. 

(Tanned  cherries  with  rum  conforms 
to  the  d^lhltlon  and  standard  of  Iden¬ 
tity,  and  Is  subject  to  the  requirements 
for  label  statement  of  optional  Ingredi¬ 
ents,  prescribed  for  canned  cherries 
by  1 145.125(a),  except  that  It  c(»i tains 
added  rum  In  such  amount  that  Its  al¬ 
cohol  content  Is  more  than  3  percent  but 
less  than  5  percent  by  weight 

§  145.130  Canned  figs. 

(a)  Ingredients.  Canned  figs  is  the  fo(xl 
prepared  from  one  of  the  optional  fig 
Ingredients  specified  In  peragraph  (b)  of 
this  section  and  one  of  the  optional  pack¬ 
ing  media  specified  In  paragraph  (c)  of 
this  section,  to  which  lemon  Juice,  con¬ 
centrated  lemon  Juice  or  orga^c  acid(s) 
Is  added,  when  necessary  to  reduce  the 
pH  of  the  finished  product  to  pH  4.9  or 
bdow.  Such  food  may  also  contain  one, 
or  any  c(»nblnatlon  of  two  or  more  of 
the  foQowlng  safe  and  suitable  clonal 
Ingredients: 
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(1)  Natural  and  artificial  flavoring. 

(2)  l^ice. 

(3)  Vinegar. 

(4)  Unpeeled  segments  of  citrus  fruits. 

(5)  Salt. 

Such  food  is  sealed  In  a  ccmtalner  and 
before  or  after  sealing  Is  so  processed  by 
heat  as  to  prevent  sp(rilage. 

(b)  Varietal  types.  The  optional  fig  In¬ 
gredients  referred  to  In  paragraph  (a)  of 
this  section  are  prepared  from  mature 
figs  of  the  light  or  dark  varieties.  Figs  (or 
whole  figs) ,  split  figs  (or  broken  figs) ,  or 
any  combination  thereof  are  optional  fig 
Ingredients.  A  "whole  fig”  Is  one  which  Is 
whole,  but  may  be  slightly  cracked,  pro¬ 
vided  It  retains  its  natural  conforma¬ 
tion  without  exposing  the  Interior.  A 
"split”  or  "brokki”  fig  Is  cme  that  is 
open  to  such  an  ext^t  that  the  seed 
cavity  Is  exposed.  The  shape  of  the  fruit 
may  be  distorted,  and  the  fruit  may  or 
may  not  be  broken  apart  Into  entirely 
separate  pieces. 

(c)  Packing  media.  (1)  The  optional 
ptacking  media  referred  to  In  paragraph 
(a)  of  this  section,  as  defined  In  {  145.3 
are: 

(1)  Water. 

(II)  Fruit  Juice(s)  and  water. 

(III)  Fruit  Juice(s) . 

Such  packing  media  may  be  used  as  such 
or  any  one  or  any  combination  of  two 
or  more  safe  and  suitable  nutritive  car¬ 
bohydrate  sweetener(s)  may  be  added. 
Sweeteners  defined  In  §  145.3  shall  be  as 
defined  therein,  except  that  a  nutritive 
carbohydrate  sweetener  for  which  a 
standard  of  identity  has  been  established 
in  Part  168  of  this  chapter  shall  comply 
with  such  standard  In  lieu  of  any  defini¬ 
tion  that  may  appear  In  §  145.3. 

(2)  When  a  sweetener  Is  added  as  a 
part  of  any  such  liquid  packing  medium, 
the  density  range  of  the  resulting  pack¬ 
ing  medium  expressed  as  percent  by 
weight  of  sucrose  (degrees  Brlx)  as  deter¬ 
mined  by  the  procedure  prescribed  In 
i  145.3  (m)  shall  be  designated  by  the  ap¬ 
propriate  name  for  the  respective  density 
ranges,  namely: 

(I)  When  the  density  of  the  solution  is 
11  percent  or  more  but  less  than  16  per¬ 
cent,  the  medium  shall  be  designated  as 
“slightly  sweetened  water”;  or  “extra 
light  syrup”;  "slightly  sweetened  fnilt 
Jiilce(s)  and  water**;  or  “slightly  sweet¬ 
ened  fruit  Julce(s)  ”,  as  the  case  may  be. 

(II)  When  the  (taislty  of  the  solution 
Is  16  percent  or  more  but  less  than  21 
percent,  the  medlxim  shall  be  designated 
as  “light  sirup”;  "lightly  sweetened  fruit 
Juice(s)  and  water”;  or  ‘Tightly  sweet- 
oied  fruit  Julce(s)  ”,  as  the  case  may  be. 

(III)  When  the  density  of  the  solution 
Is  21  percent  or  more  but  less  than  26 
percent,  ttie  medium  shall  be  designated 
as  “heavy  slnm”:  "heavily  sweetened 
fruit  Juloe(s)  and  water";  or  "heavily 
sweetened  friilt  Julce(s)  ”,  as  the  case  may 
be. 

(Iv)  When  the  density  of  the  solution 
Is  26  percent  or  more  but  not  more  than 
35  peremt,  the  medium  shidl  be  desig¬ 
nated  as  “extra  heavy- simp”;  “extra 
heavily  sweetened  fruit  Julce(s)  and  wa¬ 
ter”;  or  “extra  heavily  sweetened  fmlt 
Julce(s)  ”,  as  the  case  may  be. 


(d)  Ldbeling  requirements.  (1)  The 
nftnu*  of  the  food  is  “figs”.  The  words 
*hroken”  or  "split”  shall  be  a  part  of  the 
name  when  the  optional  fig  Ingredient  is 
a  broken  or  split  fig.  The  name  of  the 
food  shall  also  Include  a  declaration  of 
any  flavoring  that  characterizes  the 
product  as  specified  In  8  101.22  at  this 
chapter  and  a  declaration  of  any  spice  or 
seasoning  that  characterizes  the  prod¬ 
uct;  for  example,  "Spice  added”,  or  In 
lieu  of  the  word  “Spice”,  the  common 
name  of  the  spice,  "Seasoned  with  vine¬ 
gar”  or  "Seasoned  with  impeeled  seg¬ 
ments  of  citrus  fruits”.  When  two  or 
more  of  the  optional  Ingredients  speci¬ 
fied  In  peragraph  (a)  (2)  through  (5) ,  In¬ 
clusive,  of  this  section  are  used,  such 
words  may  be  combined  as  for  example. 
“Seasoned  with  cider  vinegar,  cloves,  cin¬ 
namon  oil  and  unpeeled  segments  of  cit¬ 
rus  fruits.” 

(2)  The  name  of  the  packing  medium 
as  used  In  paragraph  (c)  (1)  of  this  sec¬ 
tion,  preceded  by  "In”  or  "Packed  In”, 
as  provided  In  paragraph  (c)  of  this  sec¬ 
tion.  shah  be  Included  as  part  of  the 
name  or  In  close  proximity  to  the  name 
of  the  food.  When  the  packing  medium 
is  prepared  with  a  sweetener(s)  which 
Imparts  a  taste,  fiavor  or  other  charac- 
tertstic  to  the  finished  food  other 
than  sweetness,  as  for  example,  a  mix¬ 
ture  of  brown  sugar  and  honey,  the 

statement  " _  sirup  of  brown 

sugar  and  honey”  the  blank  to  be 
filled  In  with  the  word  "light”,  “heavy”, 
or  “extra  heavy”,  as  the  case  may  be. 
shall  be  Included  as  part  of  the  name  or 
In  close  proximity  to  the  name  of  the 
food.  When  the  liquid  portion  of  the 
packing  media  provided  for  In  paragraph 

(c)  (1)  and  (2)  of  this  section  consists  of 
fruit  Juice(s),  such  Julce(s)  shall  be 
designated  In  the  name  of  the  packing 
medium  as: 

(I)  In  the  case  of  a  single  fruit  Juice, 
the  name  of  the  Juice  shall  be  used  in 
lieu  of  the  w6rd  “fruit”; 

(II)  In  the  case  of  a  combination  of 
two  or  more  fruit  Juices,  the  names  of 
the  Juices  In  the  order  of  predominance 
by  weight  shall  either  be  used  In  lieu 
of  the  word  “fruit”  In  the  name  of  the 
packing  medium,  or  be  declared  on  the 
label  as  specified  In  p>aragraph  (d)  (3)  of 
this  section;  and 

(Ul)  In  the  case  of  a  single  fruit  Juice 
or  a  combination  of  two  or  more  fruit 
Juices  any  of  which  are  made  from  con¬ 
centrate  (s),  the  words  "from  concen- 
trate(s)  ”  shall  follow  the  word  “Juice (s)  ” 
In  the  name  of  the  packing  medium  and 
in  the  name(s)  of  such  Julce(s)  when 
declared  as  specified  In  paragraph  (d) 

(3)  of  this  section. 

(3)  Whenever  the  names  of  the  fruit 
Juices  used  do  not  iq>pear  In  the  name  of 
the  packing  medium  as  provided  In  para¬ 
graph  (d)  (2)  (11)  of  this  section,  such 
names  and  the  words  "from  cem- 
trate”,  as  specified  in  paragraph  (d)  (2) 

(111)  of  this  section,  shall  appear  In  an 
Ingredient  statement  pursuant  to  the  re¬ 
quirements  of  8  101.3(d)  of  this  chapter. 

(4)  Each  of  the  (vtional  Ingredients 
used  shall  be  declared  tm  the  label  as 
required  by  the  appUeable  sections  of 
Part  101  at  this  chapter. 
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§  145.131  Artificially  aweclrned  canned 

fiffS. 

(a)  Artificially  sweetened  canned  figs 
Is  the  food  which  ctmforms  to  the  defl- 
nlUon  standard  of  Identity  pre> 
scribed  for  canned  figs  by  i  145.130,  ex> 
cept  that  In  lieu  of  a  packing  medium 
specified  In  8  145.130(c) .  the  packing  me¬ 
dium  used  is  water  artificially  sweetened 
with  saccharin,  sodium  saccharin,  or  a 
combination  of  both.  Such  packing  me- 
ditim  may  be  thickened  with  pectin  and 
may  contain  any  mixture  of  any  edible 
organic  salt  or  salts  and  any  edible  or¬ 
ganic  acid  or  acids  as  a  fiavor-enhanclng 
agent,  in  a  quantity  not  more  than  Is 
reasonaUy  required  for  that  purpose. 

(b)  (1)  The  specified  name  of  the  food 

is  “artificially  sweetened - ”,  the 

blank  being  filled  In  with  the  name  pre¬ 
scribed  by  8  145.130  for  canned  figs  hav¬ 
ing  the  same  optional  fig  Ingredient. 

(2)  The  artificially  sweetened  food  Is 
subject  to  the  requirements  for  label 
statement  of  optl<mal  ingredients  used, 
as  prescribed  for  canned  figs  by  8  145.130. 
If  the  packing  medhun  Is  thickened  with 
pectin,  tbe  label  shall  bear  the  statement 
“thickened  with  pectin".  When  any  or¬ 
ganic  salt  or  acid  or  any  mixture  of  two 
or  more  of  these  Is  added,  the  label  shall 
bear  the  common  or  usual  name  of  each 
such  Ingredient. 

§  145.134  Canned  preserved  figs. 

(a)  Canned  preserved  figs  Is  the  food 
prepared  from  one  of  the  optional  fig 
Ingredients  specified  In  paragraph  (b) 
of  this  sectlcm  and  the  packing  medium 
specified  In  paragraph  (c)  oi  this  section, 
to  which  citric  acid  or  lemon  Juice  or 
concentrated  lemon  Juice  Is  added.  If 
necessary.  In  such  quantity  as  to  reduce 
the  pH  of  the  finished  product  to  4.9  or 
below.  The  figs  are  precooked  In  the 
packing  medium,  sealed  in  a  omitalna', 
and  so  processed  by  heat,  either  before 
or  after  sealing,  as  to  prevent  spoilage. 

(b)  The  optional  fig  Ingredients  re¬ 
ferred  to  In  paragraph  (a)  of  this  section 
are  whole  matiue  figs  of  the  light  or 
dark  varieties  that  may  be  either  peeled 
or  impeeled. 

(e)  (1)  The  packing  medium  referred 
to  In  paragraph  (a)  (rf  this  seetkm  Is  pre¬ 
pared  from  water  and  (me  of  the  follow¬ 
ing  optional  sweetening  Ingredients: 

(D  Sugar. 

(II)  Invert  sugar  sirup. 

(III)  Any  mixture  of  optional  sweeten¬ 
ing  Ingredients  designate  In  paragraph 

(c)  (1)  (D  and  (11)  (tf  this  sectlcm. 

(Iv)  Any  of  the  optional  sweetening 
Ingredloits  designated  In  paragraph  (c) 
(1)  (1),  (11),  and  (111)  of  this  sectl(m  with 
dextroM:  Provided,  That  the  weight  of 
the  s(^(ls  of  dextrose  does  not  exceed 
one-third  of  the  total  weight  of  the  s(dlda 
of  the  combined  sweetening  Ingredients. 

(v)  Any  of  the  optional  sweetening  In¬ 
gredients  designated  In  paragraph  (c)(1) 
(D,  (11),  and  (ill)  of  this  section  with 
com  sirup  or  with  dried  com  sirup  or 
with  glucose  sirup  or  with  dried  glucose 
sirup,  or  with  any  two  or  more  of  these: 
Provided,  That  the  weight  of  the  solids 
of  com  sirup,  dried  com  sirup,  glucose 
simp,  dried  glucose  simp  ct  the  sum  of 
the  weights  of  the  solids  of  com  simp. 


dried  com  sirup,  glucose  sirup,  and  dried 
glucose  sirup.  In  case  two  or  mote  of 
these  are  used,  does  not  exceed  one- 
fourth  of  the  total  weight  of  the  solids 
of  the  combined  sweetening  Ingredients. 

(vl)  Any  mixture  of  the  optional  in¬ 
gredients  designated  In  paragrai^  (c) 
(1)  (tv)  and  (V)  of  this  section. 

(2)  The  density  of  the  packing  me¬ 
dium  described  In  paragra^  (c)(1)  of 
this  section,  as  measxued  cm  the  Biiz 
hydrometer  15  days  or  more  after  the 
figs  are  canned.  Is  not  less  than  50*  and 
not  more  than  55*. 

(d)  (1)  The  name  of  the  food  Is  “Pre¬ 
served  Pigs— Precooked  In  Sirup”.  For 
the  purpose  of  label  declaratlcm.  the 
words  'Trecooked  In  Simp”  may  appear 
Inunedlatdy  below  the  words  "Preserved 
Figs”,  but  there  shall  be  no  Intervening 
wrltt^  printed,  or  graphic  matter,  and 
the  letters  used  f<M:  the  words  “Precocriced 
in  Sinq}”  shall  be  of  the  same  type  style 
and  not  less  than  one-half  the  hel^t 
of  the  letters  In  the  words  ‘Treserved 
Pigs”. 

(2)  The  label  shall  indicate  which  op¬ 
tional  fig  Ingredient  specified  tax  para¬ 
graph  (b)  of  this  section  Is  used. 

(e)  Wherever  the  name  of  the  f(x>d 
appears  on  the  label  so  conspicuously  as 
to  be  easily  seen  under  customary  condi¬ 
tions  of  purchase,  the  words  herein 
specified,  showing  the  optional  fig  In¬ 
gredient  used,  shall  Immediately  and 
ocmsplcuously  precede  or  follow  such 
name  without  intervening  written, 
prlntect  or  grsq>hlc  matter,  except  that 
the  varietal  name  of  the  figs  may  so 
intervene. 

§  145.135  Canned  frail  cocktail. 

(a)  Identity — (1)  Ingredients.  Canned 
fruit  cixdctall,  canned  cocktail  fruits, 
canned  fruits  for  cocktail.  Is  the  ftxxi 
prepared  from  the  mixture  of  fresh, 
froaen.  or  previously  canned  fruit  ingre¬ 
dients  of  mature  fruits  in  the  forms  and 
proportlcms  as  provided  in  iiaragraph 

(a)(2)  of  this  section,  and  one  of  the 
optkmal  packing  media  spe(dfied  In 
paragraph  (a)  (3)  of  this  sectkxi.  Such 
food  may  also  contain  one,  or  suiy  com¬ 
bination  of  two  or  more,  of  the  following 
safe  and  suitable  <H>tlonal  Ingredients: 

(1)  Natural  and  artificial  fiavors. 

(11)  Spice. 

(ill)  Vinegar,  lemon  Juice,  or  organic 
a(fids. 

(iv)  Ascorbic  acid  In  an  amount  no 
greater  than  necessary  to  preserve  color. 
Such  food  Is  seated  tax  a  container  and 
before  or  after  sealing  is  so  processed  1^ 
beat  as  to  prevent  spoilage. 

(2)  Varietal  types  and  styles.  The 
fruit  Ingredients  referred  to  In  peua- 
graph  (a)  (1)  of  this  section,  the  forms 
of  each,  and  the  percent  by  weight  of 
each  In  the  nxlxture  of  drained  fruit  from 
the  finished  canned  fruit  c<Kktall  are  as 
follows: 

(I)  Peaches.  Any  firm  yellow  variety 
of  the  species  Prunus  persica  L.,  exclud¬ 
ing  nectarlixe  varieties,  which  are  pitted, 
peeled,  and  diced,  not  less  than  30  per¬ 
cent  and  not  more  than  50  percent. 

(II)  Pears.  Any  variety,  of  the  species 
Pyrus  communis  L.  or  Pyrus  sinensis  L.. 
which  are  peeled,  cored,  and  diced,  not 


less  than  25  percent  and  not  more  than 
45  percent. 

(M)  Pineapples.  Any  variety,  of  the 
q^ecles  Ananas  comosus  L.,  which  are 
pedled.  cored,  aixd  cut  into  sectors  (v  Into 
dice,  not  less  than  6  percent  aixd  not 
more  than  16  percent. 

(tv)  Grapes.  Any  seedless  variety,  of 
the  species  Vitis  vini/era  L..  or  Vitis  la~ 
brusca  L..  not  less  than  6  percent  and  not 
nx(ue  than  20  percent. 

(V)  Cherries.  Ai>proxdmate  halves  or 
whole  pitted  Charles  of  the  species 
Prunus  cerasus  L..  not  less  than  2  per¬ 
cent  and  not  more  than  6  percent,  of  the 
following  types: 

(a)  dxerries  of  any  light,  sweet  va¬ 
riety; 

(b)  dxerries  artificially  colcHed  red; 

or 

(c)  CTxerrles  artificially  colored  red 
and  flavored,  natural  or  artificial. 

Provided,  That  each  127A  grams  iiVs 
ooDoea  avoirdupois)  of  the  finished 
canned  fruit  ciwktall  and  each  fraction 
thereof  greater  than  56.7  grams  (2 
ounces  avoirdupois)  contain  not  less 
than  2  sectors  or  3  dice  of  pineapple  and 
not  less  than  1  approximate  half  of 
the  optional  cherry  Ingredient 

(3)  Packina  media.  (1)  The  (qxtlonal 
packing  media  referred  to  In  paragraph 
(aXl)  of  this  section,  as  defined  In 
8  145.3  are: 

(a)  Waiter. 

(b)  Fruit  Julce(s)  and  water. 

(c)  Fruit  Julce(s). 

Such  packing  media  may  be  used  as  such 
or  any  one  or  azxy  oombinatieux  of  two 
or  more  safe  and  suitable  nutritive  car¬ 
bohydrate  8weetener(s)  may  be  added. 
Sweeteners  defined  hx  8  145.3  shall  be  as 
defined  therein,  except  that  a  nutritive 
carbohydrate  sweetener  for  which  a 
standard  of  Identity  has  been  established 
In  Part  168  of  this  chapter  shall  comply 
with  such  standard  tax  Ueu  of  any  defini¬ 
tion  that  may  appear  tax  8  145.3. 

(11)  When  a  sweetener  Is  added  as  a 
part  of  any  such  ll(iuld  packing  medium, 
the  density  range  cif  the  resulting  pack¬ 
ing  medium  expressed  as  pereoxt  by 
wdgixt  of  sucrose  (degrees  Brlx)  as  de¬ 
termined  by  the  procedure  prescribed  tax 
8  145.3(m)  Shan  be  designated  by  the  ap¬ 
propriate  name  for  the  respective  density 
ranges,  nam^: 

(a)  When  the  density  of  the  sidution 
Is  10  percent  or  mote,  but  less  than  14 
pereent,  the  medium  shall  be  designated 
as  "subtly  sweetoxed  water”;  or  "exrtra 
light  sirup”;  "slightly  sweetened  fruit 
Juloe(8)  and  water”;  or  "sllghtiy 
sweetened  fruit  Julce(s)".  as  the  case 
may  be. 

(b)  Whox  the  density  of  the  solution 
Is  14  percent  or  more  but  less  than  18 
percoxt,  the  medium  shall  be  designated 
as  "light  sirup”;  "lightly  sweetened  fruit 
Juloe(s)  and  water”;  or  “lightly  sweet¬ 
ened  fruit  Juloe(s) ",  as  the  case  may  be. 

(c)  When  the  density  of  the  solutlcm 
Is  18  percent  or  more  but  less  tixan  23 
percent,  the  medium  shall  be  designated 
as  "heavy  staup”;  "heavily  sweetened 
fruit  Juloe(8)  and  water”;  or  "heavily 
sweetened  fnilt  Julce(8)",  as  the  case 
may  be. 
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(d)  When  the  density  of  the  solution 
is  22  percent  or  more  but  not  more  than 
35  percent,  the  medium  shall  be  desig¬ 
nate  as  “extra  heavy  sirup”;  “extra 
heavily  sweetened  fruit  Juice  (s)  and 
water”;  or  “extra  heavily  sweetened 
fruit  Juice(s)  ”,  as  the  case  may  be. 

(4)  Labeling  requirements,  (i)  The 
name  of  the  food  is  “fruit  cocktail”, 
“cocktail  fruits”,  or  “fruits  for  cock¬ 
tail”.  The  name  of  the  food  shall  also  in¬ 
clude  a  declaration  of  any  flavoring  that 
characterizes  the  product  as  specifled  in 
S  101.22  of  this  chapter  and  a  declaration 
of  any  spice  or  seasoning  that  character¬ 
izes  the  product;  for  example,  “Spice 
added”,  or  in  lieu  of  the  word  “Spice”, 
the  conunon  name  of  the  spice,  “Sea¬ 
soned  with  vinegar”  or  “Seasoned  with 
lemon  juice”.  When  two  or  more  of  the 
optional  ingredients  specifled  in  para¬ 
graph  (a)  (1)  (ii)  and  (iii)  of  this  section 
are  used,  such  words  may  be  combined 
as  for  example,  “Seasoned  with  cider 
vinegar,  cloves,  cinnamon  oil  and  lemon 
juice”. 

(ii)  The  name  of  the  packing  medium 
as  used  in  paragraph  (a)  (3)  (1)  and  (ii) 
of  this  section,  preceded  by  “In”  or 
“Packed  in”  shall  be  included  as  part  of 
the  name  or  in  close  proximity  to  the 
name  of  the  food.  When  the  packing 
medium  is  prepared  with  a  sweetener(s) 
which  Imparts  a  taste,  flavor  or  other 
characteristic  to  the  flnlshed  food  in  ad¬ 
dition  to  sweetness,  the  name  of  the 
packing  medium  shall  be  accompanied 
by  the  name  of  such  sweetener(s) ,  as  for 
example,  in  the  case  of  a  mixihre  of 
brown  sugar  and  honey,  an  appropriate 

statement  would  be  “ _ sirup  of 

brown  sugar  and  honey”  the  blank  to  be 
filled  in  with  the  word  “light”,  “heavy”, 
or  “extra  heavy”  as  the  case  may  be. 
When  the  liquid  portion  of  the  packing 
media  provided  for  in  paragraph  (a)  (3) 

(i)  and  (ii)  of  this  section  consists  of 
fruit  julce(s) ,  such  julce(s)  shall  be  des¬ 
ignated  in  the  packing  medium  as: 

(a)  In  the  case  of  a  single  fruit  juice, 
the  name  of  the  juice  shall  be  used  in 
lieu  of  the  word  “fruit”; 

(b)  In  the  case  of  a  combination  of 
two  or  more  fruit  juices,  the  names  of 
the  juices  in  the  order  of  predominance 
by  weight  shall  either  be  used  in  lieu  of 
the  word  “fruit”  in  the  name  of  the 
packing  medium,  or  be  declared  on  the 
label  as  specified  in  paragraph  (a)  (4) 
(ill)  of  this  section;  and 

(c)  In  the  case  of  a  single  fruit  juice 
or  a  combination  of  two  or  more  fruit 
juices  any  of  which  are  made  from  con- 
centrate(s),  the  words  “from  concen- 
trate(s)  ”  shall  follow  the  word  “juice(s)  ” 
in  the  name  of  the  packing  medium  and 
in  the  name(s)  of  such  julce(s)  when 
declared  as  specifled  in  paragraph  (a) 
(4)  (ill)  of  this  section. 

(ill)  Whenever  the  names  of  the  fruit 
juices  used  do  not  appear  in  the  name 
of  the  packing  medium  as  provided  in 
paragraph  (a)  (4)  (11)  (b)  of  this  section, 
such  names  and  the  words  “from  con¬ 
centrate”,  as  specified  in  paragraph  (a) 
(4)  (11)  (c)  of  this  section,  shall  appear  in 
an  ingredient  statement  pursuant  to 
the  reciuirements  of  S  101.3(d)  of  this 
chapter. 
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(iv)  Each  of  the  optional  ingredients 
used  shall  be  declared  on  the  label  as  re¬ 
quired  by  the  applicable  sections  of  Part 
101  of  this  chapter.  - 

(b)  Quxdity — (1)  The  standard  of 
quality  for  canned  fruit  cocktail  is  as 
follows: 

(1)  Not  more  than  20  percent  by 
weight  of  the  units  in  the  ccmtainer  of 
peach  or  pear,  or  of  plneac^le  if  the  units 
thereof  are  diced,  are  more  than  %  inch 
in  greatest  edge  dimoislon,  or  pass 
through  the  meshes  of  a  sieve  designated 
as  ^6  inch  in  Table  I  of  “Standard  l^>ec- 
ifications  for  Sieves,”  published  March 
1,  1940,  in  L.C.  584  of  the  National  Bu¬ 
reau  of  Standards,  United  States  Depart¬ 
ment  of  Commerce.  If  the  units  of  pine¬ 
apple  are  in  the  form  of  sectors,  not  more 
than  20  percent  of  such  sectors  in  the 
container  fail  to  conform  to  the  following 
dimensions:  The  length  of  the  outside  arc 
is  not  more  than  %  inch  but  is  more  than 
%  inch;  the  thickness  is  not  more  than 
Vi  inch  but  is  more  than  inch;  the 
length  (measured  along  the  radius  from 
the  inside  arc  to  the  outside  arc)  is  not 
more  than  IV^  Inches  but  is  more  than 
%  inch. 

(ii)  Not  more  than  10  percent  of  the 
grapes  in  a  container  containing  10 
grapes  or  more,  and  not  more  than  1 
grape  in  a  container  containing  less  than 
10  grapes,  are  cracked  to  the  extent  of 
being  severed  into  two  parts  or  are 
crushed  to  the  extent  that  their  normal 
shape  is  destroyed. 

(iii)  Not  more  than  10  percent  of  the 
grapes  in  a  -container  contadning  10 
grapes  or  more,  and  not  more  than  a 
grape  in  a  container  containing  less 
than  10  grapes,  have  the  cap  stem  at¬ 
tached. 

(iv)  There  is  present  in  the  finished 
canned  fruit  cocktail  not  more  than  1 
square  inch  of  pear  pe^  per  each  1 
poimd  of  drained  weight  of  ii^ts  of  pear 
plus  the  weight  of  a  proportion  of  the 
packing  medium  which  is  the  same  pro¬ 
portion  as  the  drained  weight  of  the 
units  of  pear  bears  to  the  drained  weight 
of  the  entire  contents  of  the  can.  Such 
drained  weights  shall  be  determined  by 
the  method  prescribed  in  paragraph  (c) 
of  this  sectimi. 

(V)  There  is  present  in  the  finished 
canned  fruit  cocktail  not  more  than  1 
square  inch  of  peach  peel  per  each  1 
pound  of  drained  weight  of  units  of 
peach  plus  the  weight  of  a  proportion  of 
the  packing  medium  which  is  the  same 
proportion  as  the  drained  weight  of  units 
of  peach  bears  to  the  drained  weight  of 
the  entire  contents  of  the  can.  Such 
drained  weights  shall  be  determined  by 
the  method  prescribed  in  paragraph  (c) 
of  this  section. 

(vi)  Not  more  than  15  percent  of  the 
units  of  cherry  ingredient,  and  not  more 
than  20  percent  of  the  units  of  peach, 
pear,  or  grape,  in  the  container  are  blem¬ 
ished  with  scab,  hall  injury,  scar  tissue 
or  other  abnormality. 

(vii)  If  the  cherry  ingredient  is  artifi¬ 
cially  colored,  the  coIot  of  not  more  than 
15  percent  of  the  units  thereof  In  a  con¬ 
tainer  containing  more  than  six  units 
and  of  not  more  than  (me  unit  in  a 
container  containing  six  units  or  less,  is 


other  than  evenly  distributed  in  the  unit 
or  other  than  unlfonn  with  the  color 
of  the  other  units  of  the  cherry  in¬ 
gredient. 

(2)  If  the  quality  of  canned  fruit  cock¬ 
tail  falls  below  the  standard  prescribed 
in  paragraph  (b)  (1)  of  this  sectlcm,  the  • 
label  shall  beEu-  the  general  statement  of 
substandard  quality  specified  in  S  130.14 
(a)  of  this  chapter,  in  the  manner  and 
form  therein  specified. 

(c)  Fill  of  container — (1)  The  stand¬ 
ard  of  fill  of  container  for  canned  fruit 
cocktail  is  a  fill  such  that  the  total  weight 
of  drained  fruit  is  not  less  than  65  per¬ 
cent  of  the  water  capacity  of  the  con¬ 
tainer.  as  determined  by  the  general 
method  for  water  capacity  of  containers 
prescribed  in  S  130.12(a)  of  this  chapter. 
Such  total  weight  of  drained  fruit  is  de¬ 
termined  by  the  following  method:  Tilt 
the  opened  container  so  as  to  distribute 
the  contents  evenly  over  the  meshes  of 
a  circular  sieve  which  has  been  previously 
weighed.  The  diameter  of  the  sieve  is  8 
inches  if  the  quantity  of  contents  of  the 
container  is  less  than  3  pounds,  and  12 
inches  if  such  quantity  is  3  pounds  or 
more.  The  bottom  of  the  sieve  is  woven- 
wire  cloth  which  complies  with  the  spec¬ 
ifications  for  such  cloth  set  forth  imder 
“2380  Micron  (No.  8)”  in  Table  I  of 
“Standard  Specifications  for  Sieves,” 
published  March  1,  1940,  in  L.C.  584  of 
the  United  States  Department  of  Com¬ 
merce,  National  Bureau  of  Standards. 
Without  shifting  the  material  on  the 
sieve  so  incline  the  sieve  as  to  facilitate 
drainage.  Two  minutes  from  the  time 
drainage  begins,  weigh  the  sieve  and 
drained  fruit.  The  weight  so  foimd,  less 
the  weight  of  the  sieve,  shall  be  con¬ 
sidered  to  be  the  total  weight  of  drained 
fruit. 

(2)  If  canned  fruit  c(x:klail  falls  below 
the  standard  of  fill  of  container  pre¬ 
scribed  in  paragraph  (c)  (1)  of  this  sec¬ 
tion,  the  label  shall  bear  the  g^eral 
statement  of  substandard  fill  specified  in 
S  130.14(b)  of  this  chapter,  in  the  man¬ 
ner  and  form  therein  prescribed. 

§  145.136  Artificially  sweetened  canned 
fruit  cocktail. 

(a)  Artificially  sweetened  canned  fruit 
c(x;ktall  is  the  fo<xl  which  conforms  to 
the  definition  and  standard  of  Identity 
prescribed  for  canned  fruit  cocktail  by 
1  145.135(a).  except  that  in  lieu  of  a 
packing  medium  specifled  in  $  145.135  (a) 

(3),  the  packing  medium  used  is  water 
artificially  sweetened  with  saccharin,  so¬ 
dium  saccharin,  or  a  combination  of 
both.  Such  packing  medium  may  be 
thickened  with  pectin  and  may  contain 
any  mixture  of  any  edible  organic  salt 
or  salts  and  any  edible  organic  acid  or 
acids  as  a  flavor-enhancing  agent,  in  a 
quantity  not  more  than  is  reasonably  re¬ 
quired  for  that  purpose. 

(b)  (1)  The  specified  name  of  the  food 
is  “artificially  sweetened  fruit  cocktail”. 

(2)  Artificially  sweetened  fruit  cock¬ 
tail  is  subject  to  the  requirements  for 
label  statement  of  optional  ingredients 
used,  as  prescribed  for  canned  fruit  c(x:k- 
tail  by  S  145.135(a).  If  the  packing  me¬ 
dium  is  thickened  with  pectin,  the  label 
shall  bear  the  statement  “thickened  with 


FEDERAL  REGISTER,  VOL  42,  NO.  SO— TUESDAY.  MARCH  15,  1977 


RULES  AND  REGULATIONS 


14423 


pectin*’.  When  any  organic  salt  or  acid 
or  any  mixture  of  two  or  more  of  these 
Is  added,  the  label  shall  bear  the  common 
or  usual  name  of  each  such  ingredient. 

§  145.140  Canned  seedless  grapes. 

(a)  Ingredients.  Canned  seedless 
grapes  is  the  food  prepared  from  one  of 
the  fresh  or  previously  canned  optional 
grape  ingredients  specified  in  paragrai* 

(b)  of  this  section,  which  may  be  packed 
in  one  of  the  (vtional  packing  media 
specified  in  paragraph  (c)  of  this  section. 
Such  food  may  idso  contain  one.  or 
any  combination  of  two  or  more,  of 
the  following  safe  and  suitable  optional 
ingredients: 

(1)  Natural  and  artificial  flavors. 

(2)  Spice. 

(3)  Vinegar,  lemon  Juice,  or  organle 
acids. 

Such  food  is  sealed  in  a  container  and 
before  or  after  sealing  is  so  processed  by 
heat  as  to  prevent  spoilage. 

(b)  Varietal  types  and  styles.  The  (H>- 
tional  grape  ingredients  referred  to  in 
paragraph  (a)  of  this  section  are  pre> 
pared  from  stemmed  grapes  of  the  light 
or  dark  seedless  varieties  or  from  un¬ 
stemmed  clusters  of  such  grapes.  For  the 
purposes  of  paragrairfi  (d)  of  this  section, 
the  names  of  such  optional  grape  ingredi¬ 
ents  are  “light  seedless  grapes”  or  “dark 
seedless  grapes”,  as  the  case  may  be,  pre¬ 
ceded  by  the  words  “unstemmed  clusters* 
where  applicable. 

(c)  Packing  media.  (1)  The  optlcmal 
packing  media  referred  to  in  paragraph 
(a)  of  this  section,  as  defined  In  1 145.3 

Water. 

(il)  Fruit  juice(s)  and  water. 

(ill)  Fruit  julce(s) . 

Such  packing  media  may  be  used  as  such 
or  any  one  or  any  eombinatlcm  of  two 
or  more  safe  and  suitable  nutritive  car¬ 
bohydrate  sweetener(s)  may  be  added. 
Sweeteners  defined  in  S  145.3  shall  be  as 
defined  therein,  except  that  a  nutritive 
carbohydrate  sweetener  for  which  a 
standard  of  identity  has  been  established 
in  Part  168  of  this  chapter  shall  comply 
with  such  standard  in  Ueu  of  any  defini¬ 
tion  that  may  appear  in  S  145.3. 

(2)  When  a  sweetener  is  added  as  a 
part  of  any  such  liquid  packing  medium, 
the  density  range  of  the  resulting  pack¬ 
ing  medium  expressed  as  percent  by 
weight  of  sucrose  (degrees  Brlx)  as  de¬ 
termined  by  the  procedure  prescribed  in 
§  145.3  (m)  shall  be  designated  by  the  ap¬ 
propriate  name  for  the  respective  density 
ranges,  namely: 

(i)  When  the  density  of  the  solution 
Is  less  than  14  percent,  the  medium  shall 
be  designated  as  “slightly  sweetened  wa¬ 
ter”;  or  “extra  light  sirup*;  “slightly 
sweetened  fruit  Julcefs)  and  water”;  or 
“slightly  sweetened  fruit  julce(s)*,  as 
the  case  may  be. 

(ii)  When  the  density  of  the  solution  is 
14  percent  or  more  but  less  than  18  per¬ 
cent,  the  medium  shall  be  designated  as 
“light  sirup";  “UgJitly  sweetened  fruit 


julce(s)  and  water”;  or  “lightly  sweet¬ 
ened  fruit  julce(s)  ”,  as  the  case  may  be. 

(ill)  When  the  density  of  the  scdutlon 
is  18  percent  or  more  but  less  than  23 
percent,  the  medium  shall  be  designated 
as  “heavy  sirup”;  “heavily  sweetened 
fruit  Juice(s)  and  water”;  or  “heavily 
sweetened  fruit  juice (s)",  as  the  case 
may  be. 

(iv)  When  the  density  of  the  solutl(m 
Is  22  percent  or  more  but  not  more  than 
35  percent,  the  medium  shall  be  desig¬ 
nated  as  “extra  heavy  sirup";  “extra 
heavily  sweetened  fruit  Juice(s)  and 
water”;  or  "extra  heavily  sweetened  fruit 
juice (s)  ”,  as  the  case  may  be. 

(d)  Labding  requirements.  (1)  The 
name  of  the  food  is  “seedless  grapes.” 
The  name  of  the  food  shall  also  Include 
a  declaration  of  any  fiavoring  that  char¬ 
acterizes  the  product  as  specified  in 
9  101.22  of  this  chapter  and  a  declara¬ 
tion  of  any  spice  or  seasoning  that  char¬ 
acterizes  the  product;  feur  example. 
“Spice  added”,  or  in  lieu  of  the  word 
“Spice”,  the  common  name  of  the  spice, 
or  “Seasoned  with  lemon  Juice”.  When 
two  or  more  of  the  (^tlonal  ingredients 
specified  jn  paragraph  (a)  (2)  and  (3) 
of  fills  section  are  used,  such  words  may 
be  combined  as  for  example,  “Seasmed 
with  cider  vinegar,  cloves,  and  cinna¬ 
mon  oil”. 

(2)  The  color  type  and  style  of  the 
grape  Ingredient  as  provided  in  para¬ 
graph  (b)  of  this  section  and  the  name 
of  the  packing  medium  specified  in  para¬ 
graph  (c)  (1)  and  (2)  of  this  section, 
preceded  by  “In”  or  “Packed  in”  or  the 
words  "solid  pack”,  where  appUcaUe, 
shall  be  included  as  part  of  the  name 
or  in  close  proximity  to  the  name  of  the 
food.  When  the  packing  medium  is  pre¬ 
pared  with  a  sweetener  (s)  which  Imparts 
a  taste,  flavor  or  other  characteristic 
to  the  finished  food  in  addition  to 
sweetness,  the  name  of  the  packing  me¬ 
dium  shall  be  accompanied  by  the 
name  of  such  sweetener(s) .  as  for  ex¬ 
ample  in  the  case  of  a  mixture  of  brown 
sugar  and  honey,  an  appropriate  state¬ 
ment  would  be  “ _ sirup  of 

brown  sugar  and  honey”  the  blank  to  be 
filled  in  with  the  word  “light”,  “heavsr”, 
or  “extra  heavy”  as  the  case  may  be. 
When  the  liquid  portion  of  the  packing 
media  provided  for  in  paragraph  (c)  (1) 
and  (2)  of  this  section  consists  of  fruit 
julce(s),  such  Juice(8)  shall  be  desig¬ 
nated  in  the  packing  medium  as: 

(1)  In  the  case  of  a  single  fruit  Juice, 
the  name  of  the  Juice  shall  be  used  in 
lieu  of  the  word  “fruit”; 

(il)  In  the  case  of  a  comblnatkm  of 
two  or  more  fruit  Juices,  the  names  of 
the  Juices  in  the  order  of  predominance 
by  weight  shall  either  be  used  in  lieu  of 
the  word  “fruit”  in  the  name  at  the 
packing  medium,  or  be  declared  on  the 
label  as  specified  in  paragraph  (d>(3> 
of  this  section;  and 

(ill)  In  the  case  of  a  single  fruit  Juice 
or  a  combination  of  two  or  more  fruit 
Juices  any  of  which  are  made  from  con-. 
centrate(s),  the  words  “from  concen¬ 


trate(8)  ”  shall  follow  the  word  “Julce(8)  ” 
In  ^e  name  of  the  packing  medium  and 
in  the  name(s)  of  such  Julce(s)  when 
declared  as  specified  m  paragrtq;^  (d) 

(3)  of  this  sectkxL 

(3)  Whenever  the  names  of  the  fruit 
Juices  used  do  not  appear  in  the  name 
of  the  packing  medium  as  provided  in 
paragraph  (d)  (2)  (U)  of  this  section, 
such  names  and  the  words  “from  con¬ 
centrate”,  as  specified  in  paragraph  (d) 
(2)  (ill)  of  this  sectloD.  shall  appear  in 
an  ingredient  statement  pursuant  to 
the  requirements  of  i  101.3  (d)  of  this 
chapter. 

(4)  Each  of  the  optional  ingredients 
used  shall  be  declar^  on  the  labd  as 
required  by  the  appUcaMe  sections  of 
Part  101  of  this  chapter. 

§  143.143  Canned  grapefruit. 

(a)  Identity — (1)  Product  identifica¬ 
tion.  Canned  grapefruit  is  the  food  pre¬ 
pared  from  one  of  the  opiiocal  grape¬ 
fruit  ingredients  specified  In  paragraph 
(a)(2)  of  this  section  and  one  of  the 
optional  packing  media  specified  in  para¬ 
graph  (a)  (3)  of  this  section.  Such  food 
may  also  contain  (me  or  more  of  the. 
following  safe  and  suitable  optional  In- 
gredlrats: 

(1)  Spices. 

(ii)  Natmifi  and  artificial  flavoring. 

(ill)  Lemon  Juice. 

(Iv)  Citric  acid. 

(v)  Calcliun  chloride  ex*  calcium  lac¬ 
tate  or  a  mixture  of  the  two  calcltnn  salts 
in  a  quantity  reasonably  necessary  to 
firm  the  grapefruit  sections,  bat  in  no 
case  in  a  quantity  such  that  the  cal¬ 
cium  contained  in  sxich  calcimn  salt  or 
mixture  is  more  than  0.035  percent  by 
weight  of  the  finished  food. 

Such  food  is  sealed  in  a  container  and. 
before  or  after  sealing,  is  so  processed 
by  heat  as  to  prevent  spoilage. 

(2)  Optional  grapefruit  ingredient. 
The  optional  graptf  rult  ingredients  re¬ 
ferred  to  in  paragraph  (a)  (1)  of  this 
section  are  prepared  from  sound,  mature 
grapefruit  (Citrus  parodist  Maefadyeo) 
of  the  color  types  white — produced  from 
white-fleshed  gn4)efrult.  and  pink — 
produced  from  pink  or  red-fleshed  grape¬ 
fruit  and  are  in  the  following  forms  of 
units:  Whole  sections  or  broken  sections^ 
Each  such  form  of  units  or  a  mixture  of 
such  forms  of  units  prepared  from  a 
single  varietal  group  (color  type)  is  an 
optional  grapefruit  ingredient.  The  core, 
seeds,  and  major  portions  of  membrane 
of  such  Ingredient  are  removed.  For  the 
purpose  of  this  section,  a  grapefruit  sec- 
tton  is  considered  whole  when  the  unit 
is  intact  or  an  intact  portion  of  such 
unit  is  not  less  than  75  percent  of  its 
I4>parent  original  size  and  is  not  exces¬ 
sively  trimmed. 

(i)  For  the  purpose  of  paragraph  (a) 

(4)  of  this  seetkm,  the  name  of  ^e  op¬ 
tional  grapefruit  ingredimt  is: 

(a)  “Seetkm”  or  “segments”,  if  50  per¬ 
cent  or  more  of  the  drained  weight  of 
the  food  consists  of  whole  sections. 

(b)  “Brokoi  sections”  or  “broken  seg¬ 
ments”,  if  less  than  50  percent  of  the 
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drained  weight  of  the  food  consists  of 
whole  sections. 

(il)  The  drained  weight  Is  determined 
by  the  method  prescribed  In  the  stand* 
ard  of  fill  of  container  for  canned  grape¬ 
fruit  set  forth  in  paragraph  (c)  (2)  of 
this  section. 

(3)  Packing  media,  (i)  The  optional 
packing  media  referred  to  in  paragraph 

(a)(1)  of  this  section  are: 

(o)  Water. 

(b)  Grapefruit  juice  and  water. 

(c)  Grapefruit  Juice. 

(d)  Slightly  sweetened  sirup  or  slightly 
sweetened  water. 

(c)  Light  sirup. 

(/)  Heavy  sirup. 

(fir)  Slightly  sweetened  grapefruit  juice 
and  water. 

(h)  Lightly  sweetened  grapefruit  juice 
and  water. 

(t)  Heavily  sweetened  grapefruit  juice 
and  water. 

( j)  Slightly  sweetened  grapefruit  juice. 

ik)  Lightly  sweetened  grapefruit  juice. 

il)  Heavily  sweetened  grapefruit 
juice. 

As  used  in  paragraph  (a)  (3)  (i)  of  this 
section,  the  <H>tional  packing  medium 
"water”  means,  in  addition  to  water, 
any  mixture  of  water  and  grapefruit 
juice  in  which  there  Is  less  than  50 
percent  grapefruit  juice;  the  optional 
packing  medium  “grapefruit  juice  and 
water”  means  the  liquid  packing 
medium  in  which  juice  of  mature 
grapefruit  and  water  are  combined 
as  a  liquid  packing  medium  with  not 
less  than  50  percent  grapefruit  juice 
and  the  term  “grapefruit  juice”  means 
single  strength  expressed  juice  of  soimd, 
mature  fruit.  It  may  be  fresh,  canned,  or 
made  from  concentrate.  However,  if  It 
is  made  from  concentrate,  the  jmce  shall 
be  reconstituted  with  water  to  not  less 
than  the  soluble  soUds  the  grapefruit 
juice  had  before  concentration. 

(ii)  Each  of  the  packing  media  in  para¬ 
graph  (a)  (3)  (i)  (d)  to  (1)  of  this  section 
is  prepared  with  a  liquid  ingredient  and 
one  or  more  safe  and  suitable  nutritive 
carbohydrate  sweeteners.  Water  Is  the 
liquid  Ingredient  from  w’hich  packing 
media  in  paragraph  (a)  (3)  (1)  id)  to  (/) 
of  this  section  are  prepared.  Grapefruit 
jiilce  and  water  are  the  liquid  ingredi¬ 
ents  from  which  the  packing  media  in 
paragraph  (a)(3)(i)  (g)  to  (i)  of  this 
section  are  prepared.  Grapefruit  juice  Is 
the  liquid  ingredient  from  which  the 
packing  media  in  paragraph  (a)  (3)  (1) 
(?)  to  <l)  of  this  section  are  prepared. 
If  one  or  more  liquid  nutritive  carbohy¬ 
drate  sweeteners  and  grapefruit  juice  are 
combined  as  a  liquid  packing  medium 
with  not  less  than  50  percent  grapefruit 
juice,  the  packing  medium  is  as  s^  forth 
in  paragraph  (a)  (3)  (i)  (g)  to  (t)  of  this 
section. 

(ill)  The  respective  densities  of  pack¬ 
ing  media  in  paragnqsh  (a)  (3)  (1)  id)  to 
(!)  of  this  section  as  measured  on  the 


refractometer,  expressed  as  percent  by 
weight  sucrose  (degrees  Brlx)  with  cor- 
rectl(Hi  for  temperature  to  the  equiva¬ 
lent  at  20*  C  (68*  F).  15  days  or  more 
after  the  grapefruit  are  canned  or  the 
blended  homogenized  slurry  of  the  c(Hn- 
minuted  entire  contents  of  the  container 
if  canned  for  less  than  15  days,  accord¬ 
ing  to  the  “OfQcial  Methods  of  Analysis 
of  the  Association  of  Official  Analytical 
Chemists”,’  11th  Ed.,  1970,  page  526,  sec¬ 
tion  31.011  (Solids)  “By  Means  of  Re¬ 
fractometer — Official  Pinal  Action”  (and 
47.012  and  47.015)  without  correction  for 
invert  sugar  or  other  substances,  are  as 
follows : 

(a)  Packing  media  in  paragraph  (a) 
(3)(i)  id),  ig),  and  ij)  of  this  section: 
Twelve  percent  or  more  but  less  than  16 
percent. 

(b)  Packing  media  in  paragraph  (a) 
(3)  (1)  (e),  ih),  and  ik)  of  this  section: 
Sixteen  percent  or  more  but  less  than  18 
percent. 

(c)  Packing  media  in  paragraph  (a) 
(3)  (i)  if),  ii),  and  il)  of  this  section: 
Eighteen  percent  or  more.  A  lot  shall  be 
deemed  to  be  In  compliance  for  packing 
medium  density  based  on  the  average 
value  for  all  the  samples  analyzed  ac¬ 
cording  to  paragraph  (b)(2)  of  this  sec¬ 
tion  but  no  container  may  have  a  value 
lower  than  that  of  the  next  lower  cate¬ 
gory  or  2  percent  by  weight  sucrose  (de¬ 
grees  Brix)  lower  if  no  lower  category 
exists. 

(4)  Labeling  requirements,  (i)  The 
name  of  the  food  is  “grapefruit”  or  “pink 
grapefruit”,  as  appropriate  for  tlie  color 
type  of  the  grapefruit  used.  The  name  of 
the  food  shall  also  include  a  declaration 
of  any  flavoring  that  characterizes  the 
product  as  specified  in  §  101.22  of.  this 
chapter  and  a  declaration  of  any  spice 
or  seasoning  that  characterizes  the  prod¬ 
uct;  for  example,  “with  added  spice”. 
Whenever  the  word  “sirup”  is  used,  it 
may  be  alternatively  spelled  “syrup”. 
When  two  or  more  of  the  optional  ingre¬ 
dients  specified  in  paragraphs  (a)  (1)  (i> , 
(ii),  and  (ifl)  of  this  section  are  used, 
such  words  inay  be  combined;  for  exam¬ 
ple,  “with  added  cloves  and  cinnamon 
oil”. 

(ii)  The  form  and  style  of  the  grape¬ 
fruit  ingredient  as  provided  for  in  para¬ 
graph  (a)(2)  of  this  section  and  the 
name  of  the  packing  mediiun  as  used  In 
paragraph  (a)  (3)  of  this  section  pre¬ 
ceded  by  “In”  or  “Packed  In”  shall  be 
included  as  part  of  the  name.  When  the 
packing  medium  Is  prepared  from  con¬ 
centrated  gri^fruit  juice,  the  words 
“from  concentrate”  shall  follow  the 
words  “grapefruit  Juice”  In  the  name  of 
the  packing  medium. 

(Ill)  Each  of  the  optional  Ingredients 
used  Shan  be  declared  on  the  label  as  re- 
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quired  by  the  applicable  sections  of  Part 
101  of  this  chapter. 

(b)  Quality — (1)  The  standard  of 
quality  for  canned  grapefruit  is  as 
follows : 

(1)  The  food  is  free  from  extraneous 
material  such  as  leaves,  portions  of 
leaves,  and  pieces  of  peel. 

(il)  The  finished  food  contains  per  500 
grams  (17.6  ounces)  not  more  than: 

(a)  An  aggregate  area  of  20  square 
centimeters  (3.1  square  inches)  of  tough 
membrane  or  albedo  on  the  units. 

(b)  Four  developed  seeds.  A  seed  is 
considered  a  developed  seed  when  it 
measures  more  than  9.0  millimeters  (0.35 
inches)  in  any  dimension. 

(iii)  Not  more  than  15  percent  by 
weight  of  the  drained  grapefruit  may  be 
blemished  units.  A  blemished  imit  is  a 
grapefruit  section  or  any  portion  thereof 
which  is  damaged  by  lye  peeling,  by  dis¬ 
coloration,  or  by  other  visible  injury. 
The  drained  w'eight  is  determined  by  the 
method  prescribed  in  the  standard  of  fill 
of  container  for  canned  grapefruit  set 
forth  in  paragraph  (c)  (2)  of  this  section. 

(2)  Sampling  and  acceptance  proce¬ 
dure.  A  lot  is  to  be  considered  acceptable 
when  the  number  of  “defectives”  does 
not  exceed  the  acceptance  number  in  the 
sampling  plans  given  in  paragraph  (b) 
(2)  (ii)  of  this  section. 

(i)  Definitions  of  terms  to  be  used  in 
the  sampling  plans  in  paragraph  (b)  (2( 
(ii)  of  this  section  are  as  follows: 

(ai  Lot.  A  collection  of  primary  con¬ 
tainers  or  units  of  the  same  size,  type 
and  style  manufactured  or  packed  under 
similar  conditions  and  handled  as  a  sin- 
,gle  unit  of  trade. 

(b)  Lot  size.  The  number  of  primary 
containers  or  units  in  the  lot. 

(c)  Sample  size  in).  The  total  num¬ 
ber  of  sample  units^rawn  for  examina¬ 
tion  from  a  lot. 

id)  Sample  unit.  A  container,  the  en¬ 
tire  contents  of  a  container,  a  portion  of 
the  cont^ts  of  a  container,  or  a  com- 
F>osite  mixture  of  product  from  small 
containers  that  is  sufficient  for  the  ex¬ 
amination  or  testing  as  a  single  unit. 

(c)  Defective.  Any  sample  unit  shall 
be  regarded  as  defective  when  any  of  the 
defects  or  conditions  specified  in  the 
quality  standard  (paragraph  (bXD  pf 
this  section)  and  paragraph  (c)<3)(i) 
of  this  section  for  minimum  fill  of  con¬ 
tainer  are  present  in  excess  of  the  stated 
tolerances. 

if)  Accepted  number  (c).  The  maxi¬ 
mum  number  of  defective  sample  units 
permitted  in  the  sample  in  order  to  con¬ 
sider  the  lot  as  meeting  the  specified 
requirements; 

(fir)  Acceptable  quality  level  iAQL). 
The  maximum  percent  of  defective  sam¬ 
ple  units  permitted  in  a  lot  that  will  be 
a(xepted  approximately  95  percent  of  the 
time. 
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(ii)  Sampling 
procedure: 

plans  and  acceptance 

Lot  slM  (primary 
oontantm) 

Blaeofeoatalnw 

Nat  valf  ht  aqaal  to  or  lea 
than  1  kg  (2X  Ib) 

»  t 

4,800  or  leas . . 

4301-34,000 . . 

24,001-48,000 . 

13  3 

21  3 

29  4 

48,001-«4.000 _ 

84,001-144,000. . . 

144,001-340.000 . 

over  240,000 . . 

48  8 

84  9 

128  IS 

300  19 

Net  wetefat  rraOw  thM  1  kg 
(2J  Ib)  but  not  more  than 
O  kg  (10  lb) 


_ f _ 

2,4U0  or  leas _ _ 13  3 

3,401-15,000 .  31  3 

15,001-34,000 _  2#  4 

31,001-42,000 _ •  48  « 

42,001-72,000 .  84  9 

72,001-120.000 _  138  U 

over  120.000 .  300  1» 


Net  weight  greater  than  4.8  kg 
(10  lb) 


•  c 


000  or  less . . . . 

13 

•01-2,000 . . 

31 

3,001-7,300 . . 

29 

7J01-15,000 _ 

48 

lkOOl-34,000 _ _ 

84 

KOOl-42,000 _ 

126 

•▼ar  43,000.. _ 

200 

N«>nnmber  of  prtanarr  oontalnen  In  sample 
e=»aooeptance  number 

(3)  If  the  quality  of  canned  grape¬ 
fruit  falls  below  the  standard  prescribed 
in  paragraph  (b)  (1)  of  this  section,  the 
label  shall  bear  the  general  statonent 
of  substandard  quality  specified  in 
S  130.14(a)  of  this  chapter,  in  the  man¬ 
ner  and  form  therein  specified;  however, 
if  the  quality  of  the  canned  gsapefruit 
falls  below  standard  with  respect  to  cmly 
one  of  the  factors  of  quality  specified  by 
paragraph  (b)  (1)  (i) ,  (11) .  or  (ill)  of  this 
section,  there  may  be  substituted  for  the 
second  line  ot  such  general  statement  of 
substandard  quidity.  “Good  Pood — ^Not 
I^h  Grade”,  a  new  line  as  specified 
after  the  corresponding  designaticm  of 
pcuagrai^  (b)  (1)  of  this  section  which 
the  canned  grapefruit  fall  to  meet: 

(i)  “Contains  extraneous  material”. 

(ii)  (a)  “Excessive  tough  membrane”. 

(b)  “Excessive  seeds”.  ^ 

(ill)  “Excessive  blemished  units”. 

(c)  FiU  of  container — (1)  Ihe  stand¬ 
ard  of  fill  of  container  for  canned  grsq)e- 
frultis: 

(1)  The  fill  of  grapefruit  and  packing 
medium,  as  determined  by  the  general 
method  fiur  fill  of  container  prescribed 
in  i  130.12(b)  of  this  chiq;>ter,  is  not  less 
than  00  percent  at  the  total  capacity  of 
the  container. 

(ii)  Hie  drained  weight  of  grapefruit 
ingredient  is  not  less  than  50  percent 
of  the  water  capacity  of  the  contains, 
as  determined  by  the  method  prescribed 
in  paragraph  (c)  (2)  of  this  section  and 
the  general  method  for  water  capacity 
of  ccmtainers  preecribed  in  1 130.12(a)  of 
this  chapter. 

(2)  Drained  weight  Is  determined  by 
the  following  method:  TUt  the  opened 
container  so  as  to  distribute  the  contents 


evenly  over  the  meshes  of  a  circular 
sieve  which  has  previously  been  w^ghed. 
The  diameter  of  the  sieve  Is  20.3  centi- 
metera  (8  Inches)  If  the  quantity  of  con¬ 
tents  of  the  container  is  less  than  1.4 
kilograms  (3  pounds)  and  30.5  centi¬ 
meters  (12  inches)  if  such  quantity  is 
1.4  kilograms  (3  pounds)  or  more.  The 
bottom  of  ttie  sieve  is  woven-wlre  (doth 
which  complies  with  the  specifications 
for  the  No.  8  sieve  set  forth  in  the  "Defi¬ 
nitions  of  Terms  and  Explanatory 
Notes,”  page  xvlll,  of  the  “Official  Meth¬ 
ods  of  Analysis  of  the  Association  of  Offi¬ 
cial  Anahrtical  Chemists”,*  11th  Ed.,  1970. 
Without  shifting  the  material  on  the 
sieve,  Incline  the  sieve  at  an  angle  of  17* 
to  20*  to  facilitate  drainage.  Two  minutes 
after  the  drainage  begins,  weigh  the 
sieve  and  drained  grapefruit.  The  weight 
so  found,  less  the  weight  of  the  sieve, 
shall  be  considered  to  be  the  weight  of 
the  drained  gnqjefrult. 

(3) (1)  A  container  that  falls  below  the 
requirement  for  tninimiiiTi  flu  i^escribed 
in  paragraph  (c)(l)(l)  of  this  section 
shaU  be  considered  a  "defective”.  TTie 
food  will  be  deemed  to  fall  bdow  the 
standard  of  flU  vdien  the  number  of  de¬ 
fectives  exceeds  the  acceptince  number 
(c)  in  the  sampling  plans  prescribed  in 
paragrai^  (b)  (2)  of  this  section. 

(il)  Canned  grapefruit  wlU  be  deemed 
to  faU  below  the  standard  of  fill  when 
the  average  drained  weight  of  all  con¬ 
tainers  analyzed  when  sampled  aco(Hti- 
ing  to  the  sampling  plans  prescribed  in 
paragraiA  (b)  (2)  of  this  sectl(m  Is  less 
than  that  prescribed  in  paragnq;>h  (c) 
(1)  (U)  of  this  section. 

(4)  If  canned  grapefruit  falls  below 
the  standard  of  fill  of  container  pre¬ 
scribed  In  paragraph  (c)  (1)  of  this  sec- 
ti(».  the  label  shaU  bear  the  statement 
of  substandard  flU  specified  in  1 130.14 
(b)  of  this  chsqjter,  in  the  manner  and 
form  therein  specified. 

§  145.170  Canned  peaches. 

(a)  Identity — (1)  Ingredients.  Canned 
peaches  is  the  food  prqiared  frmn  one 
of  the  fresh,  frozen,  or  previously 
canned  optional  peach  ingredients 
Prunus  persica  L..  of  comma*clal  canning 
varieties,  but  excluding  nectarine  varie¬ 
ties,  specified  in  paragraph  (a)(2)  of 
this  section,  which  may  be  packed  as  a 
soUd  pack  or  in  one  of  the  optional  pack¬ 
ing  media  specified  in  paragraph  (a)  (3) 
(rf  this  section.  Such  fo<xl  may  also  con¬ 
tain  one,  or  any  combination  of  two  or 
more,  of  the  foUowing  safe  and  suitable 
optlcmal  ingredients: 

(i)  Natural  and  artificial  flavors. 

Spice. 

'  (ill)  Vinegar,  lemon  Juice,  or  organic 
acids. 

(Iv)  Peach  pits,  except  in  the  cases  ot 
peeled  wh(^e  peaches,  in  a  quantity  not 
more  than  1  peach  i^t  to  each  227  grams 
(8  ounces)  of  flnlshed  canned  peaches. 

(v)  Peach  kernels,  except  in  the  cases 
of  peeled  whole  peacHes  and  except  when 
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the  optkmal  ingredient  in  paragriqih  (a) 
(l)(iv)  of  this  section  is  used. 

(vD  Ascoitdo  acid  in  an  amount  no 
greater  than  necessary  to  preserve  color. 
Such  food  is  sealed  in  a  container  and 
before  or  after  sealing  is  so  processed  by 
heat  as  to  prevent  spoilage. 

(2)  Varietal  types  and  styles.  The 
optional  peach  ingredients  referred  to  in 
paragraph  (a)  (1)  of  this  secti(»  are 
prepared  from  mature  peaches  of  the  fol¬ 
lowing  optional  varietal  and  co1(h:  types 
and  styles  ctf  peach  ingredients;  namely: 

(i)  The  optional  varietal  types,  (a) 
Freestcme  is  the  distinct  varietal  type 
iHiere  the  pit  separates  readUy  from  the 
flesh. 

(b)  Clingstone  is  the  distinct  varietal 
type  where  the  pit  adheres  to  the  flesh. 

(ii)  The  optional  color  types — (a) 
YeVUm — the  varietal  types  in  which  the 
predominant  color  ranges  from  pale  yri- 
low  to  rich  red  orange. 

(b)  White — ^the  varietal  types  in  which 
the  predominant  col(»‘  ranges  from  white 
to  yeUow-vdilte. 

(c)  Red — ^the  varietal  types  in  which 
the  predominant  color  ranges  from  pale 
yellow  to  orange  red  and  with  variegated 
red  coloring  other  than  that  associated 
with  the  pit  cavity. 

(d)  Oreen — ^varietal  types  in  which  the 
fiesh  has  a  green  tint  even  when  mature. 

(ill)  The  optional  styles  of  the  peach 
ingredients — (a)  Whole — Consisting  of 
whole  peeled  unpltted  peaches. 

(b)  Halves — consisting  (tf  peeled  pitted 
peaches  cut  into  two  approximately 
e<iual  parts. 

(c)  Halves  and  pieces — consisting  of 
a  mixture  in  which  the  halves  wUl  be 
more  than  50  percait  by  weight. 

(d)  Quartered — consisting  of  peeled 
pitted  peaches  cut  into  four  approxi¬ 
mately  equal  pcu’ts. 

(e)  Slieed — c(msisting  of  peeled  pitted 
peaches  cut  into  wedge-shaped  sectors. 

(/)  Diced — ccmsistlng  of  peeled  pitted 
peaches  cut  into  cube-like  iMrts. 

(g)  Pieces  or  irregular  pieces— con- 
slstlng  of  peeled  pitted  peaches  of  irreg¬ 
ular  shapes  and  sizes. 

(3)  Packing  media.  (1)  Hie  optional 
packing  media  referred  to  in  paragnqih 
(a)  (1)  of  this  section,  as  defined  in 
1 145.3  are: 

(o)  Water. 

(b)  F^t  Juice(s)  and  water. 

(c)  Prult  Julce(s) . 

Such  packing  media  may  be  used  as  such 
or  any  one  or  any  combination  of  two  or 
m<n:e  safe  and  suitable  nutritive  carbo¬ 
hydrate  sweetener(s)  may  be  added. 
Sweeteners  defined  in  i  145.3  shall  be  as 
defined  therein,  except  that  a  nutritive 
carbohydrate  sweetener  for  which  a 
standard  of  identity  has  been  established 
in  Part  188  of  this  chapter  shall  comply 
with  such  standard  in  lieu  (tf  any  defini- 
tkm  that  may  appear  in  1 14S.3. 

(11)  When  a  sweetener  is  added  as  a 
part  of  any  such  llcjuid  packing  medium, 
the  density  range  of  the  resulting  pack¬ 
ing  medium,  expressed  as  percent 
weight  of  sucrose  (degrees  Brlz)  as  de¬ 
termined  by  the  procedure  prescribed  in 
i  145.8(m).  shaU  be  designated  by  the 
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appropiiatpC  name  for  the  respective  den¬ 
sity  ranges,  namely: 

(a)  When  the  density  of  the  scdutkm 
is  10  percent  or  more  but  less  than  14 
percent,  the  medium  diall  be  designated 
as  “slightly  sweetened  water”;  or  “extra 
light  sirup”;  “slightly  sweetened  fruit 
Julce(8)  and  water”;  or  “slightly  sweet¬ 
ened  ftnit  juice(s)  ”,  as  the  case  may  be. 

(b)  When  the  density  of  the  solution 
Is  14  percent  or  more  but  less  than  18 
percent,  the  medium  shall  be  designated 
as  “light  sirup”;  “lightly  sweetened  fruit 
Julce(8)  and  water”;  or  “lightly  sweet¬ 
ened  fruit  Julce(s)  ”,  as  the  case  may  be. 

(e)  When  the  density  of  the  solution 
Is  18  percent  or  more  but  less  thsm  22 
percent,  the  medium  shall  be  designated 
as  *^eavy  sirup”;  “heavily  sweetened 
fruit  Julce(s)  and  water”;  or  “heavily 
sweetened  fruit  Juice(s)”,  as  the  case 
may  be. 

(d)  When  the  density  of  the  s(dution 
is  22  percent  or  more  but  not  more  than 
35  pneent,  the  medium  shall  be  desig¬ 
nated  as  “extra  heavy  sirup”;  “extra 
heavily  sweetened  fruit  Julce(s)  and 
wattf  ”;  or  “extra  heavily  sweetened  fruit 
Julce(s)  ”,  as  the  case  may  be. 

(4)  Labeling  requirements,  (i)  Ihe 
name  of  the  food  is  “peaches”.  The  op¬ 
tional  varietal  type  as  set  forth  in  para¬ 
graph  (a)  (2)  (1)  of  this  sectkm  shall  be  a 
part  of  the  name.  The  name  of  the  food 
shall  also  Include  a  declaration  of  any 
flavoring  that  characterizes  the  prod¬ 
uct  as  specifled  in  9  101.22  of  this  chapter 
and  a  declaration  of  any  spice  or  season¬ 
ing  that  characterizes  the  product;  for 
sample,  “Spice  added”,  or  in  lieu  of 
tile  word  “Space”,  the  common  name  of 
the  spice,  “Seasoned  with  vinegar”  or 
“Seasoned  with  peach  kernels”.  When 
two  or  more  of  the  optional  ingredients 
specifled  in'  paragraph  (a)(l)(ii) 
through  (V)  of  this  section  are  used,  such 
words  may  be  combined  as  for  example, 
“Seasoned  with  cider  vinegar,  cloves,  cin¬ 
namon  oil  and  peach  konels”. 

(11)  The  color  type  and  style  of  the 
peach  ingredient  as  provided  in  para¬ 
graph  (a)  (2)  (U)  and  (lii)  of  this  section 
and  the  name  of  the  packing  medium 
specifled  in  paragraph  (a)  (3)  (1)  and  (11) 
<rf  this  section,  preceded  by  “In”  or 
“Packed  in”  or  the  words  "solid  pack”, 
where  applicable,  shall  be  included  as 
part  of  the  name  or  in  close  proximity  to 
the  name  of  the  food,  except  that  pieces 
or  Irregular  pieces  shall  be  deslg^ted 
“Pieces”,  “Irregular  pieces”,  or  “Mixed 
I^eces  of  Irregular  sizes  and  shapes”. 
“Halves”  may  be  alternately  designated 
as  “Halved”,  “Halves  and  pieces”  as 
“Halved  and  pieces”,  “Quartered”  as 
“Quarters”,  “^iced”  as  “Slices”,  and 
“Diced”  as  “Dice”.  The  terms  “Cling”  and 
“Free”  may  be  used  as  optional  designa¬ 
tions  for  “Clingstone”  and  “PreestOTie” 
respectivdy.  Whm  the  packing  medium 
is  prepared  with  a  sweetener  (s)  vhich 
imparts  a  taste,  flavor,  or  other  charac¬ 
teristic  to  the  finished  food  in  addition  to 
sweetness,  the  name  of  the  packing 
medlnm  shall  be  accompanied  by  the 
name  of  such  sweetener(s) ,  as  for  ex¬ 
ample  la  the  case  a  mixture  of  brown 
sugar  and  honey,  an  appropriate  state¬ 


ment  would  be  “ _ sirup  of  brown 

sugar  and  honey”  the  blank  to  be  filled  in 
with  the  word  “light”,  “heavy”,  or  “extra 
heavjr”  as  the  case  may  be.  When  tiie 
liquid  portion  of  the  media  pro¬ 

vided  for  in  paragraph  (a)(3)  (D  and 
(il)  of  this  section  conrists  of  fnilt 
Julce(s),  such  Julce(s)  shall  be  desig¬ 
nated  in  the  name  til  the  packing  me¬ 
dium  as: 

(a)  In  the  case  of  a  single  fruit  Juice, 
the  name  of  the  Juice  shall  be  used  in  lieu 
of  the  word  “fruit”; 

(&)  In  the  case  of  a  combination  of 
two  or  more  fruit  Juices,  the  names  of  the 
Juices  in  the  order  of  predominance  by 
weight  shall  either  be  used  in  lieu  of  the 
word  “fruit”  in  the  name  of  the  packing 
medium,  or  be  declared  on  the  label  as 
specified  in  pcu*agnq)h  (a)  (4)  (lii)  of  this 
section;  and 

(c)  In  the  case  of  a  single  fruit  Juice 
or  a  combination  of  two  or  more  fruit 
Juices  any  of  which  are  made  from  con¬ 
centrate  (s),  the  words  “from  ccmcen- 
trate(s)  ”  shall  follow  the  word  “juice(s)  ” 
in  the  name  of  the  packing  m<>diiim  and 
in  the  name(s)  of  such  Juice(s)  whai 
declared  as  specified  in  paragraph  (a)  (4) 
(ill)  of  this  section. 

(ili)  Whenever  the  names  of  the  fruit 
Juices  used  do  not  an^ear  In  t^  nsune 
of  the  packing  medium  as  provided  In 
paragraph  (a)  (4)  (ID  (b)  of  this  sectlcm, 
such  names  and  the  words  “froin  c<xi- 
centrate”,  as  specified  in  paragraph  (a) 
(4)  (il)  (c)  of  t^  section,  shall  ^pear  in 
an  Ingredient  statement  pursuant  to  the 
requirements  of  9  101.3(d)  of  this  chap¬ 
ter. 

(Iv)  Each  of  the  optional  ingredients 
used  shall  be  declared  on  the  label  as  re¬ 
quired  by  the  applicable  sections  of  Part 
101  of  this  chapter. 

(b)  Quality — (1)  The  standard  of 
quality  for  canned  peaches  is  as  foUows: 

(i)  All  units  test^  in  accordance  with 
the  method  prescribed  In  paragraph  (b) 
of  this  section  are  pierced  by  a  weight  of 
not  more  than  300  grams. 

(ID  In  the  cases  of  halves  and  quarters, 
the  weight  of  each  unit  is  not  less  than 
%  ounce  and  ounce,  respectively. 

(ill)  In  the  cases  of  whole  peaches, 
halves,  and  quartos,  the  weight  of  the 
largest  unit  in  the  container  is  not  more 
than  twice  the  weight  of  the  smallest 
imit  therein. 

(iv)  Except  in  the  case  of  unpeeled 
peaches,  there  is  present  in  the  finished 
canned  peaches  not  more  than  1  square 
inch  of  peel  tier  each  1  pound  of  net 
contents. 

(V)  Not  more  than  20  percent  of  the 
units  in  the  container  are  blemished 
with  scab,  hall  injury,  discc^oration,  or 
other  abnormalities. 

(vi)  In  the  cases  ot  wh(^e  peaches, 
halves,  quarters,  and  slices,  an  units  are 
untrimmed,  or  are  so  trimmed  as  to  pre¬ 
serve  normal  shape. 

(vli)  Except  in  the  case  of  mixed  pieces 
of  irregular  sizes  stuuDes,  not  more 
than  5  percent  of  the  units  in  a  container 
of  20  or  more  units,  and  not  more  than 
one  unit  in  a  container  of  less  than  20 
units,  are  crushed  or  broken.  (A  unit 
which  has  lost  its  normal  shape  because 


of  ripeness  and  which  bears  no  mark  of 
crushing  shall  not  be  considered  to  be 
crushed  or  broken.) 

(2)  Canned  peaches  shall  be  tested  by 
the  following  method  to  determine 
whether  or  not  they  meet  the  require¬ 
ments  of  paragraph  (b)(l)(l)  of  this 
sectimi;  So  trim  a  test  piece  from  the 
unit  as  to  fit,  with  peel  surface  up.  into  a 
suiH>orting  receptacle.  If  the  unit  is  of 
different  firmness  in  different  parts  of 
its  peel  surface,  trim  the  piece  from  the 
firmest  part.  If  the  piece  is  unpeeled, 
remove  the  peel.  The  top  of  the  recepta¬ 
cle  Is  circular  in  sh£q>e,  of  inches 
Inside  diameter,  with  vertical  sides;  or 
rectangular  in  shape,  %  inch  by  1  inch 
inside  meastuements,  with  ends  vertical 
and  sides  sloping  downward  and  Joining 
at  the  center  at  a  vertical  depth  of  % 
inch.  Use  the  circular  receptacle  for 
testing  imlts  of  such  size  that  a  test  piece 
can  be  trimmed  therefrom  to  fit  it.  Use 
the  rectangular  receptacle  for  testing 
other  units.  Test  no  unit  from  which  a 
test  piece  with  rectangular  peel  surface 
at  least  ^  inch  by  1  inch  cannot  be 
trimmed.  Test  the  piece  by  means  of  a 
roimd  metal  rod  %2  inch  in  diameter.  To 
the  upper  end  of  the  rod  is  affixed  a  de¬ 
vice  to  which  weight  can  be  added.  The 
rod  is  held  vertically  by  a  suixHirt 
through  which  it  can  freely  move  upward 
or  downward.  The  lower  end  of  the  rod 
b  a  plane  surface  to  which  the  vertical 
axb  of  the  rod  b  perpendicular.  Adjust 
the  combined  weight  of  the  rod  and  de¬ 
vice  to  100  grams.  Set  the  receptacle  so 
that  tile  surface  of  the  test  piece  b  held 
horizontally.  Lower  the  end  <rf  the  rod 
to  the  approximate  center  of  such  sur¬ 
face,  and  add  weight  to  the  device  at  a 
uniform,  continuous  rate  of  12  grams  per 
second  imtil  the  rod  places  the  test 
piece.  Weigh  the  rod  and  weighted  de¬ 
vice.  Test  all  units  in  containers  of  50 
units  or  less,  except  those  units  too  small 
for  testing  or  too  soft  tor  trimming.  Test 
at  least  50  units,  taken  at  random,  in 
containers  of  more  than  50  units;  but  if 
less  than  50  units  are  of  sufficient  size 
and  firmness  for  testing,  test  those  which 
are  of  sufficient  size  and  firmness. 

(3)  If  the  quality  of  canned  peaches 
falls  briow  the  standard  prescribed  in 
paragraph  (b)  (1)  of  thb  section,  the  la- 
bri  shall  bear  the  general  statement  of 
substandard  quality  specified  In  9  130.14 

(a)  of  thb  chapter,  in  the  manner  and 
form  therein  specifier  but  in  lieu  of  such 
genial  statement  of  substandard  qual¬ 
ity  the  label  may  bear  the  alternative 
statement  “Belcrw  Standard  in  Quality 

_ ”,  the  Wank  to  be  filled  in  with 

the  words  specifled  after  the  correspond- 
'  ig  number  of  each  clause  of  paragraph 

(b)  (1)  ot  thb  section  which  such  canned 
peaches  fall  to  meet,  as  foUows:  (1)  “Not 
tender”;  (il)  “Small  halves.”  or  “Small 
quarters”,  as  the  case  may  be;  (111) 
"Mixed  Sizes”;  (iv)  "Not  well  peeled”; 
(v)  “Blembhed”;  (vl)  “Unevenly 
trimmed”;  (vll)  “Partly  crushed  or 
brokoi”.  Such  alternative  statement 
shall  ImmedlatWy  and  conspicuously 
iwecede  or  follow,  without  Intervening 
written,  printed,  or  graphic  matter,  the 
name  “peaches”  and  any  words  and 
statements  required  or  authorized  to  ap- 


FEOERAL  REGISTER,  VOi.  42,  NO.  50 — TUESDAY,  MARCH  15,  1977 


lULES  AND  lEGULATIONS 


14427 


pear  with  such  name  by  paragrm>h 

(a)  (2)  of  this  section. 

(c)  FW  of  container — (1)  The  stand' 
ard  of  fill  of  contains  for  canned 
peaches  is  the  maximum  quantity  of  the 
optional  peach  ingredient  that  can  be 
sealed  in  the  container  and  processed  by 
heat  to  prevent  spoilage,  without  crush- 
Ing  or  breaking  such  ingredient. 

(2)  If  canned  peaches  fall  below  the 
standard  of  fill  containor  prescribed 
in  paragrtqih  (c)  (1)  of  this  section,  the 
label  shall  bear  the  general  statement 
of  substandard  fill  specified  in  i  130.14 

(b)  of  this  chapter,  in  the  manner  and 
form  ther^  q^ecified. 

§  145.171  Artificially  awcetcncd  canned 
peaehca. 

(a)  Artificially  sweetened  canned 
peaches  is  the  food  which  conforms  to 
the  definition  and  standard  of  identity 
prescribed  for  canned  peaches  by  1 145.- 
170(a).  except  that  in  lieu  of  a  packing 
medium  q^ecified  in  i  146.170(a)  (3),  the 
packing  medium  used  is  wato*  artificially 
sweetened  with  saccharin,  sodium  sac¬ 
charin,  or  a  combination  of  both.  Such 
packing  medium  may  be  thickened  with 
pectin  and  may  contain  any  mixture  of 
any  edible  organic  salt  or  salts  and  any 
edible  organic  acid  or  adds  as  a  fiaT(M'- 
enhancing  agent,  in  a  quantily  not  more 
than  is  reasonably  required '  for  that 
purpose. 

(b)  (1)  The  specified  name  of  the  food 

is  “artificlidly  sweetened - ”.  the 

blank  being  filled  in  with  the  name  pre- 
scrlbed  by  §  145.170(a)  for  canned 
peaches  having  the  same  optional  peach 
ingredi^t. 

(2)  The  artificially  sweetened  food  Is 
subject  to  the  requirements  for  label 
statement  d  optional  ingredients  used, 
as  prescribed  for  canned  peaches  by 
1  145.170(a) .  If  the  packing  medium  is 
thickened  with  pec^  the  label  shall 
bear  the*  statement  “thick^ed  with 
pectin”.  Whm  any  organic  salt  or  acid 
or  any  mixture  of  two  or  more  ot  these 
is  added,  the  label  shall  bear  the  common 
or  usual  name  of  each  such  ingredient. 

§  145.173  Canned  peaches  with  rum. 

Canned  peaches  with  mm  conforms 
to  the  definition  and  standard  of  iden¬ 
tity,  and  is  subject  to  the  requirements 
for  label  statement  of  c^tlonal  ingredi¬ 
ents.  prescribed  for  canned  peaches  by 
8  145.170(a)  except  that  it  contains 
added  rum  in  such  amount  that  its  alco¬ 
hol  content  is  m<H‘e  than  3  percent  but 
less  than  5  percent  by  weight. 

§  145.175  (banned  pears. 

(a)  Identitif — (1)  Ingredients.  Canned 
pears  is  the  food  prepared  from  (me  of 
the  fresh  or  previously  canned  cmtlonal 
pear  ingredients  Pyrus  communis  or  Pp- 
rus  sinensis  specified  in  paragraph  (a) 
(2)  of  this  sectton  which  may  be  packed 
in  one  of  the  optional  packing  media 
specified  in  paragraidi  (a)(3)  of  this 
section.  8u(di  food  may  also  C(mtain  one, 
or  any  combination  of  two  or  more,  of 
the  following  safe  and  suitable  optional 
ingredients. 

(i)  Natural  and  artificial  flavors. 

(11)  Spice. 


(ih)  Vinegar,  lemon  Juice,  or  (vganlc 
acids. 

(Iv)  Artificial  colors. 

Such  food  is  sealed  in  a  ccmtalner  and 
bef <me  or  af  tw  sealing  is  so  processed  by 
heat  as  to  prevent  spc^age. 

(2)  Styles  and  forms  of  units.  The  op¬ 
tional  pear  styles  and  forms  of  units  re¬ 
ferred  to  In  paragraph  (a)(1)  of  this 
sectlcm  are: 

(I)  Whole. 

(II)  Halves. 

(ill)  Quarters. 

(iv)  Slices. 

(V)  Diced. 

(Vi)  Pieces  or  irregular  pieces. 

Each  such  ingredient  is  peeled,  except 
whole  and  halves  may  be,  alternatively, 
impeeled.  Except  in  the  case  of  wlmle 
pears,  each  such  ingredl«it  is  cored 

(3)  Packing  media.  (1)  The  optional 
packing  media  referred  to  in  paragraph 

(a) (1)  of  this  sectKm,  as  defined  in 
i  145.3  are: 

(a)  Water. 

(b)  Fruit  Juice(s)  and  water. 

(c)  Fruit  Juice (s). 

(d)  Clarified  Juice. 

Such  packing  media  may  be  used  as  such 
or  any  one  or  any  comblnatl<m  of  two 
or  more  safs  and  suitable  nutritive  car- 
boh]rdrate  sweetener  (s)  may  be  added. 
Sweeteners  defined  in  1 145  J  shall  be  as 
defined  themln,  except  that  a  nutritive 
carbohydrate  sweetener  for  which  a 
standard  of  identity  has  been  established 
in  Part  168  of  this  chapter  shall  comply 
with  such  standard  in  lieu  of  any  defini¬ 
tion  that  may  appear  in  i  145.30. 

(il)  If  the  c(mcentrati(m  of  clarified 
Juice  is  such  that  the  packing  medium 
forms  to  the  density  range  for  (me  of  the 
sirups  imder  paragrairii  (a) (3) (ii) (a), 

(b) .  (c),  or  (d)  of  this  section,  the  con¬ 
centrated  clarified  Juice  is  considered  to 
be  light  sirup,  heavy  sirup.  extra  heavy 
sirup,  as  the  case  may  be.  When  a 
sweetener  is  added  as  a  part  of  any 
such  liquid  packing  medium,  the  density 
range  of  the  resulting  pa(^dng  medium 
expressed  as  percent  by  weight  of  sucrose 
(degrees  Brlx)  as  determined  by  the  pro¬ 
cedure  in  f  145.3  (m)  shall  be  designated 
by  the  appropriate  name  for  the  respec¬ 
tive  densi^  ranges,  namely: 

(a)  When  the  density  of  the  solution 
is  less  than  14  percent,  the  medliun  shall 
be  designated  as  “slightly  sweetened 
water";  or  “extra  light  sirup";  “sUi^Uy 
sweetened  fruit  Julce(s)  and  water";  or 
“slightly  sweetened  fruit  Juice  (s)  ”,  as  the 
case  may  be. 

(b)  When  the  density  of  the  solution 
is  14  percent  or  more  but  less  than  is 
percent,  the  mediiun  shall  be  dedgnated 
as  “light  sirup”;  “lightly  sweetened  fruit 
Julce(s)  and  water”;  or  ‘Tightly  sweet¬ 
ened  fruit  Julce(s) "  as  the  case  may  te. 

(c)  Wh^  the  density  ctf  the  s(dutlon 
is  18  percent  or  more  but  less  than  22 
percent,  the  medium  shall  be  designated 
as  “heavy  sirup”;  “heavily  sweetened 
fruit  Juice(8)  and  water”;  or  “beavUy 
sweetened  fruit  Juice(s) ",  as  the  case  may 
be. 

(d)  When  the  density  of  the  s(dutlon 
is  22  percent  (m  more  but  not  more  than 
35  percent,  the  medium  shall  be  desig¬ 


nated  as  “extra  heavy  sirup”;  “extra 
heavily  sweetened  fruit  Julce(s)  and 
water”;  or  “extra  heavily  sweetened 
fruit  Juice(8) ",  as  the  case  may  be. 

(4)  Labeling  requirements,  (i)  The 
name  of  the  food  is  “pears”.  The  name  of 
the  food  shall  also  include  a  declaration 
of  any  flavoring  that  charactMdses  the 
product  as  specified  in  8*101.22  of  this 
chapter  and  a  declaration  of  any  spice 
or  seasoning  that  characterizes  the  imod- 
uct;  for  example,  “Spice  Added",  or  in 
lieu  of  the  word  “Spice”,  the  common 
name  of  the  spice,  “Seasoned  with  Vine¬ 
gar”.  When  two  or  more  of  the  (^tional 
ingredients  specified  in  paragraph  (a) 
(1)  (ii)  and  (ill)  oi  this  section  are  used, 
such  words  may  be  combined  as  for  ex¬ 
ample.  “Seasoned  with  cider  vinegar, 
cloves,  and  cinnam(m  oil”. 

(11)  The  style  and  forms  of  units  of 
the  pear  ingr^ent  as  provided  in  para¬ 
graph  (a)(2)  of  this  section  and  the 
name  of  the  packing  medium  spe(dfled 
in  paragraph  (a)  (3)  (1)  and  (il)  of  this 
section,  preceded  by  “In"  or  ‘TPacked  in" 
or  the  words  “solid  pack”,  where  appli¬ 
cable,  shall  be  Included  as  part  of  the 
name  or  in  close  proximity  to  the  name  of 
the  food,  except  that  pieces  or  Irr^pilar 
pieces  shall  be  designated  “Pieces",  “Ir¬ 
regular  pieces”,  or  “Mixed  pieces  of  ir¬ 
regular  sizes  and  shapes”.  The  style  of 
the  pear  iDgredlent  shall  be  preceded  or 
followed  by  “Unpeeled”  when  the  units 
are  whole  ot  halves  and  are  unpeeled. 
“Halves”  may  be  alternatively  designated 
as  “Halved",  “Quarters"  as  “Quartered", 
“Slices”  as  “Sliced”,  and  “Diced"  as 
“Dice”.  Whmi  the  packing  medium  is 
prepared  with  a  sweetener(8)  which  im¬ 
parts  a  taste,  flav(X'  or  other  character¬ 
istic  to  the  finished  fo(xl  in  addition  to 
sweetness,  the  name  of  the  packing 
medium  shaU  be  accompanied  by  the 
name  of  such  8weetaier(8) ,  as  for 
example  in  the  case  of  a  mixture  of 
brown  sugar  and  honey,  an  appro¬ 
priate  statement  would  be  “ _ 

sirup  of  brown  sugar  and  h(mey”  the 
blank  to  be  filled  in  with  the  word 
“light",  “heavy”,  or  “extra  heavy”,  as  the 
case  may  be.  When  the  ll(iuld  poiil(Hi  of 
the  packing  media  provided  for  in  para¬ 
graph  (a)  (3)  (1)  and  (11)  of  this  section 
c(»sist8  of  fruit  Julce(s).  such  Julce(8) 
shall  be  designate  in  the  name  of  the 
packing  medium  as: 

(a)  In  the  case  of  a  single  fruit  Juice, 
the  name  of  the  Juice  shall  be  used  in 
Ueu  of  the  word  “fruit” ; 

(b)  In  the  case  (^  a  combinatkm  of 
two  or  more  fruit  Juices,  the  names  of 
the  Juices  in  the  order  of  predominance 
by  weight  shall  either  be  used  in  lieu  of 
the  word  “fruit”  in  the  name  of  the 
packing  medium,  or  be  declared  on  the 
label  as  specified  in  paragraph  (a)(4) 
(ill)  of  this  section;  and 

(e)  In  the  case  of  a  single  fruit  Juice 
or  a  combination  of  two  or  more  fruit 
Juices  any  of  which  are  made  from  con- 
centrate(s),  the  words  “from  c(mcen- 
trate(8)  ”  shall  follow  the  word  “Julce(8) " 
in  the  name  of  the  packing  medium  and 
in  the  name(8)  <d  such  Julce(s)  whoi 
declared  as  qTecifled  in  paragraph  (a)  (4) 
(ill)  of  this  section. 
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(111)  'Wlienever  the  names  of  the  fruit 
Jxilces  used  do  iu)t  appear  In  the  name  of 
the  packing  medium  aa  provided  In  para- 
gra^  (a)  (4)  (11)  (b)  of  this  section,  such 
names  and  the  words  “from  concen¬ 
trate".  as  specified  In  paragraph  (a)  (4) 
(11)  (e)  of  this  section,  shall  appear  in  an 
Ingredient  statement  piumiant  to  the  re¬ 
quirements  of  §  101.3(d)  of  this  chapter. 

(hr)  Each  of  the  optional  Ingredients 
used  Shan  be  declar^  on  the  label  as 
required  the  iqDplicable  sections  of 
Part  101  of  this  chapter. 

(b)  Qualittf — (1)  Ihe  standard  of 
quality  for  canned  pears  is  as  foUows: 

(1)  AU  units  tested  in  accordance  with 
the  method  prescribed  in  paragraph  (b) 

(2)  of  this  section  are  pierced  by  a  wel^t 
of  not  more  than  300  grams. 

(11)  In  the  cases  of  halves  and  quar¬ 
ters,  the  weight  of  each  unit  Is  not  less 
than  %  oimce  and  ounce,  respec¬ 
tively. 

(iii)  In  the  cases  of  whole  pears, 
halves,  and  quarters,  the  weight  of  the 
largest  unit  in  the  container  is  not  more 
than  twice  the  weight  of  the  smallest 
unit  therein. 

(hr)  Except  in  the  case  of  unpeeled 
pears,  there  Is  present  In  the  finished 
canned  pecus  not  more  than  1  square 
inch  of  peel  per  each  1  pound  of  net 
contents. 

(T)  Not  more  than  20  percent  of  the 
units  in  the  container  are  blemished 
with  scab,  hafl  injury,  discoloration,  or 
other  abnormalities. 

(vD  In  the  cases  of  whole  pears, 
halves,  and  quarters,  all  units  are  un¬ 
trimmed,  or  are  so  trimmed  as  to  pre¬ 
serve  normal  shape. 

(vU)  Except  in  the  case  of  mixed 
pieces  of  insular  sizes  and  shapes,  not 
more  than  10  percent  of  the  units  in  a 
container  of  10  or  more  units,  and  not 
more  than  1  imlt  in  a  container  of  less 
than  10  units,  are  crushed  or  broken. 
(A  unit  which  has  lost  its  normal  shape 
because  of  ripeness  and  adilch  bears  no 
mark  of  crushing  shall  not  be  considered 
to  be  crushed  or  broken.) 

(2)  Canned  pears  shall  be  tested  by 
the  following  method  to  determine 
whether  or  not  they  meet  the  require¬ 
ments  of  pcuagraph  (a)  (1)  of  this 
section:  So  trim  a  test  piece  frcnn  the 
unit  as  to  fit,  with  peel  surface  up.  into  a 
supp(HUng  receptacle.  If  the  unit  is  of 
different  firmness  In  different  parts  of 
Its  peel  surface,  trim  the  piece  from  the 
firmest  part.  If  the  piece,  is  unpeeled  re¬ 
move  the  peel.  The  top  of  the  recQ>tacle 
is  circular  in  shape  of  1|4  inches  inside 
diameter,  with  vertical  sides;  or  rectan¬ 
gular  in  shape,  %  inch  by  1  inch  inside 
measurements,  with  ends  vertical  and 
sides  sloping  downward  and  Joining  at 
the  center  at  a  vertical  depth  of  %  Inch. 
Use  the  circular  receptacle  for  testing 
units  of  8U(^  size  that  a  test  piece  can 
be  trimmed  therefrom  to  fit  it.  Use  the 
rectangular  receptable  for  testing  other 
units.  Test  no  unit  from  which  a  test 
piece  with  rectangular  peri  siuiace  at 
least  ^  inrii  by  1  inch  cannot  be 
trimmed.  Test  the  piece  by  means  of  a 
round  metal  rod  inch  in  diameter. 
To  the  upper  end  of  the  rod  is  affixed  a 
device  to  which  weight  can  be  added. 


The  rod  is  hdd  vertically  by  a  sivport 
through  which  it  can  freely  move  upward 
or  downward.  Ihe  lower  end  of  the  rod 
is  a  plane  smface  to  which  the  vertical 
axis  of  the  rod  is  perpoidicular.  Adjust 
the  combined  weight  of  the  rod  and  de¬ 
vice  to  100  grams.  Set  the  receptacle  so 
that  the  surface  of  the  test  piece  is  held 
horizontally.  Lower  the  end  of  the  rod 
to  the  approximate  center  of  such  sur¬ 
face,  and  add  weight  to  the  device  at  a 
uniform,  continuous  rate  of  12  grams  per 
second  imtil  the  rod  pierces  the  test 
piece.  Weigh  the  rod  and  weighted  de¬ 
vice.  Test  all  units  in  containers  of  50 
units  or  less,  except  those  units  too  small 
for  testing  or  tM  soft  for  trimming. 
Test  at  least  50  units,  taken  at  random, 
in  containers  of  more  than  50  units;  but 
if  less  than  50  units  are  of  sufficient  size 
and  firmness  for  testing,  test  those  which 
are  of  sufficl^t  size  and  firmness. 

(3)  If  the  quality  at  canned  pears 
falls  below  the  standard  prescribed  in 
paragraph  (b)(1)  of  this  section,  the 
label  shall  bear  the  general  statement  of 
substandard  quality  specified  in  1 130.14 

(a)  of  this  chapter  in  the  manner  and 
form  therein  specffied;  but  in  lieu  of 
such  general  statement  of  substandard 
quality,  the  label  may  bear  the  alterna¬ 
tive  statement  “Below  standard  in  qusd- 

Ity _ ",  the  blank  to  be  filled  in  with 

the  words  specified  after  the  correspond¬ 
ing  number  of  each  subparagraph  of 
paragraph  (a)  of  this  section  whlrii 
such  canned  pears  fall  to  meet,  as  fcd- 
lows:  (1)  “Not  tender":  (U)  “Small 
halves"  (x-  “Small  quarters,"  as  the  case 
may  be;  (iii)  “Mixed  sizes";  (Iv)  “Not 
well  peeled”;  (v)  “Bl^nlshed";  (vl)  “Un¬ 
evenly  trimmed";  (vll)  “Partly  crushed 
or  broken”.  Such  alternative  statement 
shall  Immediately  and  cmispicuously  pre¬ 
cede  or  follow,  without  intervening  writ¬ 
ten,  printed,  or  graphic  matttf,  the 
name  “pears"  and  any  words  and  state¬ 
ments  required  or  authorized  to  aiH>ear 
with  such  names  by  paragraph  (a)  (2)  at 
this  section. 

(c)  FiU  of  container — (1)  The  stand¬ 
ard  of  fill  of  container  for  eanz>ed  pears 
is  the  maximum  qusmtity  of  the  optional 
pear  ingredient  that  can  be  sealed  ta  the 
contains  and  processed  by  heat  to  pre¬ 
vent  spoilage,  without  crushing  or  break¬ 
ing  such  ingredient. 

(2)  If  canned  pears  fall  below  the 
standard  of  fill  (ff  container  prescribed  in 
paragraph  (e)(1)  of  this  section,  the 
label  shall  bear  the  general  statement 
of  substandard  fill  Qiectfied  in  f  130.14 

(b)  of  this  chapter,  in  the  manner  and 
form  therein  specified. 

S  14S.174  Artificiafly  avcetnied  canned 
pean. 

(a)  Artificially  sweetened  canned 
pears  is  the  food  which  conforms  to  the 
definition  and  standard  of  identity  pre¬ 
scribed  for  canned  pears  by  i  145.175(a) 
excQ>t  that  in  lieu  a  packing  medium 
specified  in  i  145.175(a)  (3),  the  packing 
medium  used  is  water  artificially  sweet¬ 
ened  with  saccharin,  sodium  saccharin, 
or  a  combination  of  both.  Such  i>acklng 
medium  may  be  thickened  with  pectin 
and  may  contain  any  mixtwo  of  any 
edible  organic  salt  or  scdts  and  any  edible 


organic  add  or  acids  as  a  fiavor- 
enhancing  agent,  in  a  quantity  not  m(xe 
than  is  reasonab^  required  for  that  ptu*- 
pose. 

(b)  (1)  The  specified  name  of  the  food 

is  “artificially  sweetened _ ",  the 

blank  being  filled  in  with  the  name  pre¬ 
scribed  by  i  145.175(a)  for  canned  pears 
having  the  same  optional  pear  ingredi¬ 
ent. 

(2)  The  artificially  sweetened  food  is 
subject  to  the  requirements  for  label 
statement  of  optional  ingredients  used, 
as  prescribed  for  canned  pears  by  i  145.- 
175(a).  If  the  packing  medium  is  thick¬ 
ened  with  pectin,  the  label  shall  bear  the 
statement  “thickened  with  pectin".  When 
any  organic  salt  or  acid  or  any  mixtiu'e 
of  two  or  more  of  these  is  added,  the  label 
shall  bear  the  ccxnmon  ae  usual  name 
of  each  such  ingredient. 

§  145.178  Canned  pears  witb  rum. 

Cumed  pears  with  non  conforms 
to  the  definition  and  standard  of  iden¬ 
tity,  and  is  subject  to  the  requirements 
for  label  stat^ent  at  optional  ingre¬ 
dients,  prescribed  for  canned  pears  by 
8  145.175(a),  except  that  It  contains 
added  rum  in  such  amount  that  its  al¬ 
cohol  content  is  more  than  3  percent  but 
less  than  5  percent  by  weight. 

§  145.180  Canned  pineapple. 

(a)  Identity — (1)  Canned  pineapple  is 
the  food  prepared  from  one  of  the  fol¬ 
lowing  optional  forms  at  units  obtained 
from  peeled,  cored,  mature  fruits  of  the 
pineapple  plant: 

(1)  Sliced,  slices;  consisting  of  whole 
circular  slices  cut  across  the  axis  of  the 
peeled,  cored  fruit  cylinders. 

(li)  Half  sliced,  half  slices;  consisting 
of  semicircular  halves  of  slices.  A  unit 
that  is  approximately  one-half  slice  is 
considered  to  be  a  half  slice.  ^ 

(iii)  Broken  sliced,  broken  slices;  om- 
sisting  of  arc-shap^  portlcms  cut  or 
broken  from  slices,  which  portions  are 
not  uniform  in  size  or  shape. 

(Iv)  Tidbits;  consisting  of  secUxs  cut 
from  slices.  Tidbits  are  reastmably  uni¬ 
form  in  size  and  shape;  they  are  pre¬ 
dominantly  from  %6-inch  to  %-lnch 
thick  and,  except  for  an  occasional  unit, 
each  sector  is  not  larger  than  one-sixth 
of  the  sUce  from  which  cut. 

(v>  Chunks;  consisting  of  short,  thick 
pieces  cut  from  thick  slices  or  from 
peeled,  cored  fruit.  Chunks  may  or  may 
not  be  symmetrical  or  uniform  in  shape 
and  size.  Predominantly,  the  units  have 
a  thickness  greater  than  V^-lnch,  a  width 
greater  than  ^e-lnch,  but  a  longest  di¬ 
mension  (along  any  edge)  not  greater 
than  inches. 

(Tl)  Cubes,  diced;  consisting  of  cube- 
BlMU>ed  pieces  cut  from  slices  or  from 
peeled,  cored  fnitt  Except  for  an  oc¬ 
casional  unit,  the  longest  dimension 
(along  any  edge)  of  each  unit  is  not 
greater  than  ^«-lnch. 

(vll)  Spears,  fingers;  consisting  at  long, 
slender  pleees  cut  pciraOri  to  the  cose 
axis  from  peeled  cored  fruit  cyttnders. 
The  units  are  not  larger  than  one-sixth 
of  the  cylinder  from  which  they  are  cut, 
and  they  are  not  less  than  2^  inches 
long. 
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(ylU)  Crushed;  consisting  of  shredded 
or  finely  cut  pieces  of  fruit  flesh. 

Hie  optional  forms  of  units  specified 
hy  paragra;^  (a)(1)  '(1)  through  (vll) 
of  thiK  section  are  canned  with  one  of 
the  (K>tional  pcu:klng  media  specified  In 
paragrai^  (a)  (2)  of  this  section.  The  <»>- 
tlonal  form  of  unit  specified  by  para¬ 
graph  (a)  (1)  (vlii)  of  this  secticm  may  be 
canned  with  one  of  the  c^Uonal  packing 
media  specified  in  paragraph  (a)  (2)  (11) 
through  (vi)  of  this  section  or  with  one 
of  the  optional  sweetening  Ingredients 
specified  In  paragraph  (a)  (4)  of  this 
section.  Canned  pineapples  may  be  fla¬ 
vored  or  seasoned  with  one  or  more  of 
the  optional  Ingredients  specified  in 
paragraph  (a)  (5)  of  this  section.  In  the 
fanning  of  pineai>ple,  dimethylpolysl- 
loxane  complying  with  the  requirements 
of  S  173.340  of  this  chapter  may  be 
employed  as  a  defoaming  agent  In  an 
amoimt  not  greater  than  10  parts  per 
million  by  weight  of  the  finished  food. 
Such  food  is  sealed  in  containers,  and  is 
so  processed  by  heat,  either  before  or 
after  sealing,  as  to  prevent  spoilage. 

(2)  The  optional  packing  media  re¬ 
ferred  to  In  paragraph  (a)  (1)  of  this 
section  are: 

(1)  Water. 

(ii)  Pineapple  juice. 

(iii)  Clarified  juice. 

(iv)  Light  sirup. 

(y)  Heavy  sirup. 

(vl)  Extra  heavy  sirup. 

(3)  For  the  purposes  of  this  section: 

(I)  Pineapple  juice  conforms  to  the 
definition  and  stsmdard  of  identity  for 
unsweetened  pineapple  juice  as  specified 
In  i  146.185(a)  of  this  chapter,  except 
that  It  Is  not  required  to  be  sepckrately 
sealed  in  containers  and  so  processed  by 
beat  as  to  prevent  spoilage.  Clarified 
juice  is  the  liquid  collected  from  cutting 
various  form  of  units  from  pineai^le 
fruits,  or  the  liquid  expressed  wholly  or 
In  part  from  pineapple  cores,  shells,  or 
from  pineapple  fie^  or  parts  thereof, 
which  liquid  Is  darified  and  may  be  fur¬ 
ther  refined  or  (xmcentrated;  but  If  the 
concentration  is  such  that  the  packing 
medium  conforms  to  the  density  range 
fmr  one  of  the  sirups  hereinafter  speci¬ 
fied.  such  concentrated  liquid  is  consid¬ 
ered  to  be  light  sirup,  heavy  sirup,  or 
extra  heavy  sirup,  as  the  case  may  be. 

(II)  Except  as  the  concentrated  clari¬ 
fied  juice  is  considered  to  be  a  sirup  pack¬ 
ing  medium  as  above  provided,  each  of 
the  paddng  media  light  sirup,  heavy 
sirup  and  extra  heavy  sirup  consist  of  an 
optional  sweetening  Ingredient  as  spec¬ 
ified  in  paragraph  (a)  (4)  of  this  section, 
dissolved  in  one  or  any  mixture  of  two 
or  more  of  the  liquids  designated  in  para¬ 
graphs  (a)(2) (1), (11),  and  (iii)  of  this 
secticm.  The  sirup  i>a<dclng  media  have 
respective  densities  as  determined  by  the 
method  specified  in  “Official  Methods  of 
Analysis  of  the  Association  of  Official 
Agricultural  Chemists,"  Eighth  Edition, 
on  page  533,  under  the  heading  “Solids — 
By  Means  of  l^lndle — Official,"  [EcL  note 
10th  edlticm  1965,  p.  486,  sec.  29.0091, 
using  the  Brlx  hydrometer  15  days  or 
more  after  the  pineapple  Is  eaimed. 


which  are  within  the  ranges  specified 
for  each  in  the  following  list: 

l*ackin0  ntedium  Brix  meosuremesS 

Ught  ilrup _  14*  or  more  but  leas 

than  18*. 

Heavy  alrup _  18*  or  more  but  lea* 

than  82*. 

Kztra  heavy  alrup _  22*  or  more  but  not 

more  than  35*. 

(ill)  In  the  case  of  crushed  pineapple 
(paragraph  (a)  (1)  (vllD  of  this  section) , 
the  juice  resulting  frcun  cutting  or  shred¬ 
ding  the  pineapple  flesh  is  considered  to 
be  pineapple  Juice,  without  regard  to 
whether  It  has  or  has  not  been  drained 
away  from  the  pieces  of  pineapple. 

(4)  The  optional  sweetening  ingredi¬ 
ents  referred  to  in  paragraphs  (a)  (1) 
and  (3)  of  this  section  are: 

(i)  Sugar. 

(il)  Invert  sugar  sirup. 

(Hi)  Any  mixture  of  optional  sweet¬ 
ening  ingredients  designated  In  para¬ 
graph  (a)  (4)  (i)  and  (U)  of  this  section. 

(Iv)  Any  of  the  optional  weetenlng  In¬ 
gredients  designate  In  paragraph  (a) 
(4)  (1) .  (il) ,  and  (ill)  of  this  section  with 
dextrose,  provided  that  the  weight  of 
the  solids  of  dextrose  does  not  exceed 
one-third  of  the  total  weight  of  the  solids 
of  the  combined  su’eetenlng  ingredients. 

(v)  Any  of  the  CH>tlonal  sweetening 
Ingredients  designated  in  paragr^h  (a) 
(4)  (1) .  (11) ,  and  (ill)  of  this  section  with 
com  sirup  or  with  dried  com  sirup  or 
with  glucose  sirup  or  with  dried  glucose 
sirup,  or  with  any  two  or  more  of  these, 
provided  that  the  weight  of  the  solids 
of  com  sirup,  dried  com  sirup,  glucose 
sirup,  dried  glucose  sirup  or  the  sum  of 
the  weights  of  the  solids  of  com  sirup, 
dried  com  simp,  glucose  sirup,  and  dried 
glucose  simp,  in  case  two  or  more  of 
these  are  us^,  does  not  exceed  one- 
fourth  of  the  total  weight  of  the  solids 
of  the  combined  sweetening  ingredients. 

(Vi)  Any  mixture  of  the  optional  in¬ 
gredients  designated  in  paragraph  (a) 
(4)  (tv)  and  (V)  of  this  section. 

(5)  The  optional  ingredients  referred 
to  in  paragraph  (a)  (1)  of  this  section 
are  as  follows: 

(I)  Spice. 

(il)  Flavoring,  other  than  artificial 
flavoring. 

(iii)  A  vinegar. 

(6)  The  name  of  the  canned  pineapple 
prepared  from  each  of  the  optional  forms 
of  pineapple  ingredient  specified  in 
paragraph  (a)(1)  of  this  section  Is  as 
follows: 

(I)  If  the  optional  form  is  one  desig¬ 
nated  in  i>aragraph  (a)(1)  (D  to  (vll). 
Inclusive,  of  this  section,  the  name  Is 
“pineapple",  preceded  or  followed,  for 
each  of  the  Indicated  optional  forms  of 
units,  by  the  words  here  specified: 

(o)  “Sliced”  or  “slices”. 

(b)  “Half  sliced"  or  "half  slices". 

(c)  “Broken  sliced"  or  "broken 
slices”. 

(d)  “Tidbits”. 

(e)  "Chunks”. 

(/)  “Cubes"  or  “diced”. 

(p)  “Spears”  or  “fingers”. 

(II)  If  the  optional  form  Is  one  desig¬ 
nated  In  paragraph  (a)  (1)  (vUl)  of  this 


section,  the  name  Is  “pineapple”,  pre¬ 
ceded  or  followed  by  the  word  “crushed”. 
If  the  crushed  pineapple,  when  drained 
by  the  method  specified  In  paragraph 
(b)  (2)  (1)  of  this  section,  yiel^  not  less 
than  73  percent  but  less  than  78  percent 
by  weight  of  drained  material,  the  word 
“crushed”  or  the  words  “cmshed  pine- 
iq)ple”  in  the  name  of  the  food  may  be 
preceded  or  followed  by  the  words 
“heavy  pack”,  and  if  it  yields  78  percent 
or  more  by  weight  of  drained  material 
the  word  “crushed”  or  the  words 
“crushed  pineapple"  may  be  preceded 
or  followed  by  the  words  “solid  pack”. 

(7)  (1)  The  labels  of  canned  pineapple 
prepared  from  the  optional  forms  of 
pineapple  specified  in  paragraph  (a)(l> 
(i)  to  (vil) ,  inclusive,  of  this  section  shall 
bear  the  name  of  the  optional  packing 
medium  used  as  specified  in  paragraph 
(a)(2)  of  this  section,  preceded  by  “in” 
or  “packed  in”.  Whenever  the  optional 
packing  medium  pineapple  juice,  as  spec¬ 
ified  in  paragraph  (a)  (2)  (ii)  of  this  sec¬ 
tion,  is  used,  the  words  “pineapple 
juice"  may  be  preceded  by  the  word 
“unsweetened”.  The  labels  of  crashed 
pineapple  canned  with  the  optional 
packing  media  specified  in  paragraph 
(a)(2)(ii)  to  (vl),  inclusive,  of  this  sec¬ 
tion  shall  bear  the  statement  “in 

- ”  or  “packed  in _ ”,  the 

blank  being  filled  in  with  the  name  of 
the  optional  packing  medium  used  as 
specified  in  paragraph  (a)(2)  of  this 
section,  but  in  lieu  of  such  statement 
cmshed  pineapple  canned  with  pineapple 
juice  (paragraph  (a)  (2)  (11)  of  this  sec¬ 
tion)  may  be  labeled  "unsweetened",  and 
crushed  pineapple  canned  with  pineapple 
juice  and  sugar  may  be  labeled  "lightly 
sweetened”  or  “heavily  sweetened”  or 
"extra  heavily  sweetened”.  If  the  drained 
liq\iid  conforms  to  the  density  ranges 
specified  in  paragraph  (a)  (3)  of  this 
section  for  light  simp,  heavy  simp,  or 
extra  heavy  simp,  resi)ectively. 

(il)  When  any  optioned  Ingredient  per¬ 
mitted  by  one  of  the  following  specified 
tai  paragraph  (a)(5)  of  this  section  is 
used,  the  label  shall  bear  the  words  set 
forth  below  after  the  number  of  such 
subparagraph: 

(a)  “Spiced”  or  “spice  added”  or 
“with  added  spice”  or,  in  lieu  of  the  word 
“spice”,  the  common  name  of  the  spice. 

(b)  “Flavoring  added”  or  “with  added 
flavoring”  or.  In  lieu  of  the  word  “flavor¬ 
ing”,  the  common  name  of  the  flavoring 

(c)  “Seasoned  with  vinegar”  or  “sea¬ 
soned  with - vinegar”,  the  blank 

being  filled  in  aith  the  name  of  the 
vinegar  tised. 

When  two  or  all  of  the  optional  season¬ 
ing  ingredients  specified  in  paragraph 
(a)(5)  (1),  (ii)  and  (ill)  of  this  section 
are  used,  such  words  may  be  combined, 
as  tor  example,  “seasoned  with  vinegar, 
cloves,  and  cinnamon  ofl". 

(11)  Wherever  the  name  of  the  food 
appears  on  the  label  so  conspicuously 
as  to  be  easily  seen  under  customary 
conditions  of  purchase,  the  words  and 
statements  herein  spedfled,  showing  the 
optional  Ingredients  used,  shall  consplcu- 
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ously  precede  or  follow  the  name,  with¬ 
out  Intervening  wrlttNi.  printed,  or 
graidiic  matter,  except  that  the  adjecti¬ 
val  designation  ol  the  State,  Territory, 
or  possessimi  of  the  United  States  or  of 
the  foreign  country  in  which  the  pine¬ 
apples  were  grown  may  Intervene. 

(b)  Quality — (1)  The  standard  of 
quality  for  canned  pineapple  is  as  fol¬ 
lows: 

(i)  In  the  case  of  broken  slices,  not 
more  than  10  percent  of  the  drained 
weight  may  consist  of  pieces  having  an 
arc  of  less  than  90*  and  not  more  than 
5  percent  of  the  drained  weight  of  the 
contents  of  the  container,  as  determined 
by  the  method  prescribed  in  paragraph 
(b>  (2)  (i)  of  this  section: 

(a)  Consists  of  pieces  that  measure  in 
thickness  less  than  <^6  inch  or  more  than 
1  inch;  or 

(b)  Consists  of  pieces  that  measure 
less  than  %  inch  in  width  as  measured 
from  the  outer  edge  to  the  inner  edge. 

(il)  (a)  In  the  case  of  cubes  or  diced 
pineapple,  not  more  than  10  percent  of 
the  drained  weight  consists  of  units  of 
such  size  that  th^  pass  through  the 
screen  when  tested  by  the  method  pre¬ 
scribed  in  paragrsqjh  (b)  (2)  (iv)  of  this 
section;  and 

(b)  Not  more  than  15  percent  of  the 
drained  weight  consists  of  pieces  weigh¬ 
ing  more  tlian  %2  ounce  each. 

(ill)  In  the  case  of  chunks,  not  more 
than  15  percent  of  the  drained  weight 
consists  of  pieces  weighing  less  than 
ounce  each. 

(iv)(a)  In  the  case  of  slices  and 
spears,  the  drained  weight  of  the  largest 
imit  in  the  container  is  not  more  than 
1.4  times  the  weight  of  the  smallest. 

(b)  In  the  case  of  half  slices,  the 
drained  weight  of  the  largest  unit  in  the 
container  is  not  more  than  1.75  times  the 
weight  of  the  smallest  (except  for  an 
occasional  broken  piece  due  to  splitting 
or  an  occasional  whole  slice  not  quite 
cmnpletely  cut  through) . 

(V)  In  the  case  of  broken  slices,  not 
more  than  5  percent  of  the  drained 
weight  of  the  contents  of  the  can  con¬ 
sists  of  broken  slices  having  an  outside 
diameter  differing  by  as  much  as  %-lnch 
from  that  of  those  present  in  greatest 
proportion  by  weight. 

(vi)  In  the  case  of  tidbits,  not  more 
than  15  percent  of  the  drained  weight 
consists  of  tidbits  each  of  which  weighs 
less  than  three-fourths  as  much  as  the 
average  weight  of  all  the  untrimmed  tid¬ 
bits  in  the  container. 

(vii)  In  the  case  of  slices  and  half 
slices,  not  more  tlum  1%  percent  by 
count  of  the  units  in  a  container  may  be 
excessively  trimmed,  but  in  any  con¬ 
tainer  having  not  more  than  10  units, 
one  imit  may  be  excessively  trimmed, 
and  in  any  container  having  more  than 
10  units,  but  not  more  than  27  units,  two 
units  may  be  excessively  trimmed.  Such 
slices  and  half  slices  are  excessively 
trimmed  if  the  portion  trimmed  away 
exceeds  5  percent  of  the  apparent  physi¬ 
cal  bulk  of  the  perfectly  formed  unit  and 
if  such  trimming  destroys  the  normal 
circular  shape  of  the  outer  or  inner  edge 
of  the  unit 


(viii)  In  the  case  of  broken  slices  and 
spears,  not  more  than  15  percent  by 
count  of  the  total  units  in  the  container, 
and,  in  the  case  of  tidbits,  not  more  than 
15  percent  of  the  drained  weight,  con¬ 
sist  of  units  excessively  trimmed. 
Broken  slices,  spears,  and  tidbits  are 
excessively  trimmed  if  the  normal  shape 
of  these  units  is  destroyed ,  by  such 
trimming. 

(ix>  In  the  case  of  slices,  half  slices, 
broken  slices,  spears,  chunks,  cubes,  and 
tidbits,  not  more  than  12^  percent  by 
coimt  of  the  units  in  any  container  may 
be  blemished,  but  in  containers  having 
not  more  than  five  units,  one  unit  may 
be  blemished;  in  containers  having  more 
than  five  units  but  not  more  than  10 
units,  two  units  may  be  blemished;  and 
in  containers  having  more  than  10  units, 
but  not  more  than  32  units,  four  units 
may  be  blemished.  Blemishes  include: 

(a)  Any  of  the  following,  if  in  excess 
of  Vi*;  inch  in  the  longest  dimension  on 
the  exposed  surface  of  the  unit:  Eyes, 
pieces  of  shell,  brown  spots. 

(b)  Deep  fruit  eyes. 

(c)  Bruised  portions. 

(d)  Other  abnormalities  that  it  is 
possible  to  detect  in  good  commercial 
practice  before  sealing  in  the  containers. 

(X)  In  the  case  of  crushed  pineapple, 
not  more  than  1  Vt  percent  of  the  drained 
weight  of  the  contents  of  the  can 
consists  of  fragments  bearing  such 
blemishes. 

(xi)  In  the  case  of  spears,  not  more 
than  one  imit  per  container  is  mashed; 
in  the  case  of  slices  and  half  slices,  not 
more  than  one  unit  in  containers  of  25 
units  or  less,  and  not  more  than  three 
units  in  containers  of  more  than  25  units 
are  mashed;  in  the  case  of  broken  slices, 
not  more  than  5  percent  by  count  of  the 
xuiits  in  the  container  is  mashed;  in  the 
case  of  chunks,  not  more  than  three  of 
the  units  in  containers  of  less  than  70 
units,  or  5  percent  of  the  units  in  con¬ 
tainers  of  70  units  or  more,  is  mashed; 
in  the  case  of  tidbits,  not  more  than 
three  of  the  units  in  containers  of  less 
than  150  units,  or  2  percent  of  the  units 
in  containers  of  150  units  or  more,  is 
mashed.  (A  imit  that  has  lost  its  nor¬ 
mal  shape  because  of  ripeness  and  which 
beai-s  no  mark  of  mechanical  Injury  shall 
not  be  considered  as  mashed.) 

(xii)  In  the  case  of  all  forms  of  canned 
pineapple,  not  more  than  1.1  ounces  of 
core  is  contained  in  1  pound  of  drained 
fruit,  as  determined  by  the  method  pre¬ 
scribed  in  paragraph  (b)  (2)  (viii)  of  this 
section. 

(xiii)  In  the  case  of  all  forms  of  canned 
pineapple,  not  more  than  1.35  grams  of 
acid,  as  determined  by  the  method  pre¬ 
scribed  in  paragraph  (b)  (2)  (ix)  of  this 
section  and  calculated  as  anhydrous 
citric  acid,  is  contained  in  100  milliliters 
of  the  liquid  drained  from  the  product  15 
days  or  more  after  the  pineapple  Is 
canned. 

(xiv)  In  the  case  of  crushed  pineapple 
the  drained  weight  of  pineapple,  as  de¬ 
termined  by  the  method  prescribed  in 
paragraph  (b)  (2)  (i)  of  this  section.  Is 
not  less  than  63  percent  of  the  net  weight 
of  the  contents  of  the  container. 


(2)  The  methods  to  be  employed  to 
determine  whether  canned  pineapple 
meets  the  requirements  of  paragraph  (b) 
(1)  of  this  section  are  as  follows: 

(i)  Determine  the  drained  weight  of 
the  canned  pineapple  by  the  following 
procedure:  Pour  the  contents  of  the  can 
on  a  round  sieve  made  with  No.  8  woven- 
wire  cloth  complying  with  the  specifica¬ 
tions  for  such  cloth  in  Table  I  of  “Stand¬ 
ard  Specifications  for  Sieves,”  published 
March  1.  1940,  in  L.C.  584  of  the  United 
States  Department  of  Commerce,  Na¬ 
tional  Bureau  of  Standards.  Use  a  sieve 
8  inches  in  diameter  for  containers  of 
less  than  3  poimds  net  contents  and  a 
sieve  12  inches  in  diameter  for  larger 
containers.  Incline  the  sieve,  without 
shifting  the  contents,  to  facilitate  drain¬ 
ing.  Allow  to  drain  for  2  minutes  from 
the  time  the  contents  of  the  container 
are  poured  on  the  sieve.  Immediately 
transfer  the  drained  pineapple  to  a  clean 
dry,  tared  pan  by  inverting  the  sieve 
over  the  pan  in  one  moderately  rapid 
motion,  and  determine  the  weight  of  the 
drained  pineai^le. 

(ii)  In  the  case  of  briAen  slices  and 
spears,  check  the  dimensions  and  weight 
of  each  unit  against  the  requirements  of 
paragraph  (b)(l)(l),  (iv),  and  (v)  of 
this  section. 

(ill)  In  the  case  of  cubes,  chunks,  and 
tidbits,  check  the  weight  of  the  units 
against  the  requirements  of  paragraph 
(b>  (1)  (il)  (b),  (iii),  and  (vi)  of  this  sec¬ 
tion. 

(iv)  Test  cubes  for  compliance  with 
paragraph  (b)  (1)  (il)  (a)  of  this  section 
by  placing  the  cubes,  a  few  at  a  time, 
on  the  meshes  of  a  sieve  designated  as 
^6  inch  in  Table  I  of  “Standard  Specifi¬ 
cations  for  Sieves,"  described  in  para¬ 
graph  (b)  (2)  (i)  of  this  section.  After 
shaking  gently,  remove  those  that  re¬ 
main  on  the  sieve  before  testing  the  next 
portion.  Continue  portionwise  until  all 
units  are  tested,  then  determine  the  ag¬ 
gregate  weight  of  those  units  that  have 
passed  through  the  sieve. 

(V)  Except  in  the  case  of  cubes, 
chunks,  and  crushed  pineapple.  Inspect 
all  the  units  in  the  container  to  deter¬ 
mine  those  that  have  been  excessively 
trimmed,  as  defined  in  paragraph  (b)  (1) 
(vii)  or  (viii)  of  this  section. 

(vi)  Except  in  the  case  of  crushed 
pineapple,  segregate  and  count  each  unit 
that  is  blemished  as  defined  in  para¬ 
graph  (b)(1)  (ix)  (rf  this  section.  In  the 
case  of  crushed  pineapple,  segregate  each 
fragment  of  crushed  pineapple  bearing 
a  blemish  and  determine  the  aggregate 
weight  of  such  fragments  to  determine 
compliance  with  paragraph  (b)  (1)  (x)  of 
this  section. 

(vii)  Except  in  the  case  of  cubes  and 
crushed  pinei4)ple,  count -the  total  units 
in  the  container  and  the  number  of 
mashed  units,  to  determine  compliance 
with  paragraph  (b)(l)(xi)  of  this  sec¬ 
tion. 

(viii)  In  the  case  of  each  form  of  op¬ 
tional  pineapple  ingredient,  identify  and 
separate  any  core  material  cleanly  from 
each  of  the  units  In  the  container,  and 
weigh  the  aggregate  of  such  core  ma¬ 
terial.  Calculate  the  weight  of  the  core 
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material  per  pound  of  drained  fruit,  to 
determine  compliance  with  paragraph 
(b)  (1)  (zU)  ot  this  secUon. 

(lx)  Determine  the  total  acidity  of  the 
drained  liquid  by  titration,  using  the  fol¬ 
lowing  method:  Measure  with  a  pipette 
10  milliliters  of  the  unflltered  drained 
liquid  Into  a  250-milliliter  Elrlenmeyer 
fiAjdr  Add  25  milliliters  oi  freshly  boiled, 
distilled  water  and  0.3  milliliter  of  1-per¬ 
cent  phenolphthalein  solution.  Titrate 
with  one-tenth  normal  sodium  hydroxide 
solution  to  a  lalnt,  permanency  pink 
coloration.  Multiply  the  number  of  milli¬ 
liters  of  one-tenth  normal  sodium  hy¬ 
droxide  required  by  0.064  to  calcuate  the 
number  of  grams  of  anhydrous  citric  acid 
per  100  milliliters  of  drained  liquid. 

(3)  If  the  quality  of  canned  pineapple 
falls  below  the  standards  prescribed  in 
pcu-agraph  (b)  (1)  of  this  section,  the  la¬ 
bel  shall  bear  the  general  statement  of 
substandard  q\iallty  specified  In  S  130.14 

(a)  of  this  subchapt^.  In  the  manner 
and  form  therein  specified.  However,  If 
the  quality  of  canned  pineapple  falls  be¬ 
low  standard  with  respect  to  only  one  of 
the  factors  ot  quality  specified  in  para¬ 
graph  (b)(1)  (1)  through  (xlv)  of  this 
section,  there  may  be  substituted  for  the 
second  line  of  such  general  statement  of 
substandard  quality  a  new  line  as  spec¬ 
ified  below,  after  the  number  correspond¬ 
ing  to  each  subparagraph  of  paragraph 

(b) (1)  of  this  section  that  such  canned 
pineapple  fails  to  meet  as  f<^ows: 

(1)  “Small  broken  pieces”  or  “Thick 
broken  pieces”,  as  the  case  may  be. 

(11)  (a)  “Irregular  small  pieces”; 

(b)  “Mixed  sizes”.  (These  words  are 
to  be  used  only  where  the  cubes  are  of 
mixed  sizes  and  the  tolerance  tar  units 
larger  than  maximum  size  is  exceeded.) 

(ill)  “Irregular  small  pieces”. 

(Iv)  “Mixed  sizes”. 

(v)  “Mixed  sizes”. 

(vi)  “Mixed  sizes”. 

(vU)  “Excessively  trimmed”. 

(vUi)  “Excessively  trimmed”. 

(lx)  “Blemished”  or  “Contains  blem¬ 
ished  pieces”. 

(X)  “Blemished”  or  “Contains  blem¬ 
ished  pieces”. 

(xl)  “Mashed  units”  or  “Contains 
mashed  imlts”. 

(xii)  “Poorly  cored”  or  “Excessive 
core”. 

(xlll)  “Excessively  tart”. 

(xlv)  “Contains  excess  liquid”. 

(c)  Fm  of  Container — (1)  The  stand¬ 
ard  of  fill  of  container  for  canned 
crushed  plneiqiple  Is  a  fin  (tf  not  less 
than  90  percent  of  the  total  capacity  of 
the  container,  as  determined  by  the  gm- 
eral  method  for  fiU  ot  container  pre¬ 
scribed  In  i  130.12(b)  of  this  chapter. 

(2)  If  canned  crushed  pineapple  falls 
below  the  standard  of  fill  of  container 
prescribed  in  paragraph  (c)(1)  of  this 
section,  the  label  shaH  bear  the  general 
statement  ot  substandard  fiU  specified  in 
i  130.14(b)  ot  this  chapter,  in  the  man¬ 
ner  and  form  therein  specified. 

§  145.181  Artificially  aifcctencd  canned 
pineapple. 

(a)  Artificially  sweetened  canned  pine¬ 
apple  Is  the  food  that  conforms  to  the 


definition  and  standard  of  Identity  pre¬ 
scribed  for  canned  pineapple  by  1 145.180 
(a),  except  that  In  lieu  of  a  packing 
medium  specified  In  i  145.180(a)  (2) .  the 
packing  medium  used  Is  water  artificially 
sweetened  with  saccharin,  s(xlium  sac¬ 
charin.  or  a  combination  of  both.  Such 
packing  medium  may  be  thickened  with 
pectin. 

(b)(1)  The  specified  name  of  the  food 

Is  “artificially  sweetened _ ", 

the  blank  being  filled  In  with  the  name 
prescribed  by  i  145.180(a)  for  canned 
pineapple  having  the  same  opticmal  pine¬ 
apple  ingredient. 

(2)  The  artificially  sweetened  food  is 
subject  to  the  requirements  for  label 
statement  optional  Ingredients  used, 
as  prescribed  for  canned  pineapple  by 
i  145.180(a).  If  the  packing  medium  is 
thickened  with  pectin,  the  label  shall 
bear  the  statement  “thickened  with  pec¬ 
tin”. 

§  145.185  Canned  plums. 

(a)  Identity — (1)  Ingredients.  Canned 
plums  is  the  food  prepared  from  clean, 
sound,  and  mature  fnilt  ot  plum  varie¬ 
ties  conforming  to  the  characteristics  of 
Prunus  domestica  L..  greengage  varieties 
conforming  to  the  characteristics  of 
PruntLS  italica  L.,  mlrabelle  or  damson 
varieties  conforming  to  the  characteris¬ 
tics  of  Prunus  insititia  L.,  or  cherry  vari¬ 
eties  confcoming  to  the  characteristics 
of  Prunus  eerasifera  Ehrh.  The  food 
consists  of  one  of  the  optional  styles  of 
the  plum  ingredient,  specified  in  para¬ 
graph  (a)  (2)  of  this  section,  and  one 
of  the  optional  packing  media  specified 
in  paragraph  (a)  (3)  of  this  section.  Such 
food  may  also  contain  one,  or  any  com¬ 
bination  of  two  or  more  of  the  follow¬ 
ing  safe  and  suitable  optional  Ingredi¬ 
ents: 

(1)  Natural  and  artificial  fiavors. 

(il)  Spice. 

(ill)  Vinegar,  lemon  Juice,  or  organic 
acids. 

(Iv)  Artificial  coloring. 

Such  food  is  sealed  in  a  container  and 
before  or  after  sealing  Is  so  processed  by 
heat  so  as  to  prevent  spoilage. 

(2)  Optional  styles  of  the  plum  ingre¬ 
dient.  The  (vtkmal  plum  ingredients 
specified  in  paragraph  (a)  (1)  of  this  sec¬ 
tion  are  peeled  or  unpeeled : 

(1)  Whole. 

(ii)  Halves. 

Peeled  or  unpeeled  whole  plums  are 
pitted  or.  alternatively,  unpltted.  Peeled 
or  unpeeled  plum  halves  are  pitted. 

(2)  Packing  media — (i)  The  opticmal 
packing  media  referred  to  in  paragnqjh 
(a)(1)  of  this  section,  as  defined  In 
1 145.3  are: 

(a)  W^ter. 

(b)  Fruit  Julce(s)  and  water. 

(c)  Fruit  Julce(s) . 

• 

Such  pecking  media  may  be  used  as  such 
or  any  one  or  any  combination  of  two 
or  more  safe  and  suitable  nutritive  car¬ 
bohydrate  sweetener  (s)  may  be  added. 
Sweeteners  defined  In  f  1452  shall  be  as 
defined  therein,  except  that  a  nutritive 
carbohydrate  sweetener  for  which  a 
standard  of  Identity  has  been  established 


in  Part  168  of  this  chapter  shall  comply 
with  such  standard  In  lieu  of  any  definl-  * 
tion  that  may  appear  in  {  1452. 

(11)  When  a  sweetener  is  added  as  a 
part  of  any  such  liquid  packing  medium, 
the  density  range  of  the  resulting  pack¬ 
ing  medium  expressed  as  percent  by 
weight  of  sucrose  (degrees  Biix)  as  de¬ 
termined  by  the  procedure  prescribed  In 
f  145.3 (m)  shall  be  designated  by  the 
appropriate  name  for  the  respective  den¬ 
sity  ranges,  namely: 

(a)  When  the  density  of  the  solution  is 
11  percent  or  more  but  less  than  15  per¬ 
cent,  the  medium  shall  be  designated  as 
“slightly  sweetened  water”,  or  “extra 
light  sirup”,  “slightly  sweetened  fruit 
Juice(s)  and  water”  or  “slightly  sweet¬ 
ened  fruit  Juice(s)”,  as  the  case  may  be. 

( b)  When  the  density  of  the  solution  Is 
15  percent  or  more,  but  less  than  19  per¬ 
cent,  the  medium  shall  be  designated  as 
“light  sirup”,  “lightly  sweetened  fruit 
Juice(s)  and  water”,  or  “lightly  sweet¬ 
ened  fruit  Julce(s)”.  as  the  cstse  may  be. 

(c)  When  the  density  of  the  solution 
Is  19  percent  or  more,  but  less  than  25 
percent,  the  medium  shall  be  designated 
as  “heavy  sirup”,  “heavily  sweetened 
fruit  Juice(s)  and  water”,  or  "heavily 
sweetened  fruit  Julce(s)”,  as  the  case 
may  be. 

id)  When  the  density  of  the  solution 
Is  25  percent  or  more,  but  less  than  35 
percent,  the  medium  shall  be  designated 
as  “extra  heavy  sirup”,  “extra  heavily 
sweetened  fruit  Julce(s)  and  water”,  or 
“extra  heavily  sweetened  fruit  Julce(s)  ”, 
as  the  case  may  be. 

(4)  Labeling  requirements — (i)  The 
name  of  the  food  Is  “plums”  accompa¬ 
nied  by  the  color  designation  “yellow”  or 
“golden”  or  “red”  or  “purple”,  as  appro¬ 
priate.  or  the  specific  name  of  the  variety 
or  “Greengage  plums”,  “Damson  plums”, 
“Cherry  plums”,  “Mlrabelle  plums”.  The 
name  of  the  food  shall  also  include  a 
declaration  of  any  flavoring  that  charac¬ 
terizes  the  product  as  specified  in  8  101.- 
22  of  this  chapter  and  a  declaration  of 
any  spice  or  seasoning  that  characterizes 
the  product;  for  example,  “Spice  added”, 
or  in  lieu  of  the  word  “Spice”,  the  com¬ 
mon  name  of  the  spice;  “Seasoned  with 
vinegar”.  When  two  or  more  of  the  op- 
tlcmal  Ingredients  specified  in  para¬ 
graph  (a)(1)  (ii)  and  (ill)  of  this  sec¬ 
tion  are  used,  such  words  may  be  com¬ 
bined  as  for  example.  “Seasoned  with 
cider  vinegar,  cloves,  and  cinnamon  oil”. 

(il)  The  style  of  the  pliun  ingredient 
as  provided  in  paragraph  (a)  (2)  of  this 
section  and  the  name  of  the  packing 
medium  specified  in  paragraph  (a)(3) 
(1)  and  (ii)  of  this  section,  preceded  by 
“In”  or  “Packed  In”  shall  te  included  as 
part  of  the  name  or  In  close  proximity  to 
the  name  of  the  food.  The  style  of  the 
plum  Ingredient  shall  be  preceded  or  fol¬ 
lowed  by  "Peeled”  when  the  plums  are 
peeled  and  by  “Pitted”  in  the  case  of 
whole  pitted  plums.  “Halves”  may  be  al¬ 
ternatively  designated  “Halved”.  When 
the  packing  medium  Is  prepared  with  a 
8weetener(s)  which  Imiuuts  a  taste,  fla¬ 
vor  or  other  characterlstke  to  the  fin¬ 
ished  food  in  addltl(xi  to  sweetness,  the 
name  of  the  packing  medium  ■diall  be 
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accompanied  by  the  name  of  such  sweet - 
ener(s).  as  for  example.  In  the  case  of 
a  mixture  of  brown  sugar  and  honey, 
an  appropriate  statem^t  would  be 

“ _  sirup  of  brown  sugar  and 

honey”,  the  blank  to  be  filled  In  with 
the  w'ord  “light”,  “heavy”,  <M*  “extra 
heavy”,  as  the  case  may  be.  When  the 
liquid  portion  of  the  packing  media  pro¬ 
vided  for  In  paragraph  (a)  (3)  (1)  and 
<ii)  of  this  section  consists  of  fruit 
juice(s) ,  such  julce(s)  shall  be  designat¬ 
ed  In  the  name  of  the  packing  medium 
as: 

(a)  In  the  case  of  a  single  fruit  juice, 
the  name  of  the  juice  shall  be  used  In 
lieu  of  the  word  “fruit”, 

(b)  In  the  case  of  a  combination  of 
two  or  more  fruit  juices^  the  names  of 
the  juices  in  the  order  of  predcunlnance 
by  weight  shall  either  be  used  in  lieu  of 
the  word  “fruit”  in  the  name  of  the 
packing  medium,  or  be  declared  on  the 
label  as  specified  In  paragraph  (a)(4) 
(ill)  of  this  section,  and 

(c)  In  the  case  of  a  single  fruit  juice 
or  a  combination  of  two  or  more  fruit 
juices  any  of  which  are  made  from  (x>n- 
centrate(s),  the  words  “frwn  concen¬ 
trate  (s)  ”  shall  follow  the  word  “julce(s)  ” 
In  the  name  of  the  packing  medliun  and 
In  the  name(s)  of  such  Julce(s)  when 
declared  as  specified  In  paragraph  (a) 
(4)  (ill)  of  this  section. 

(ill)  Whenever  the  names  of  the  fruit 
juices  used  do  not  appear  in  the  name  of 
the  packing  medium  as  provided  In  par- 
.agraph  (a)  (4)  (11)  (b)  of  this  sectkm, 
such  names  and  the  words  “from  concen¬ 
trate”,  as  specified  in  paragraph  (a)  (4) 
(11)  (c)  of  this  section,  shall  appear  In  an 
Ingredient  statement  pursuant  to  the  re¬ 
quirements  of  $  101.3(d)  of  this  chapter. 

(Iv)  Each  of  the  optional  ingredients 
used  shall  be  declared  on  the  label  as  re¬ 
quired  by  the  applicable  sections  of  Part 
101  of  this  chapter. 

(b)  Quality — (1)  The  standard  of 
quality  for  canned  plmns  Is  as  follows: 

(I)  Blemishes  (.damaged) .  Alter  drain¬ 
ing  In  accordance  with  the  procedure  set 
out  in  i  145.3(n)  not  more  than  30  per¬ 
cent  by  weight  of  the  drained  plums  con¬ 
sists  of  plums  which  have  been  blem¬ 
ished  or  damaged  by  any  of  the  follow¬ 
ing  factors  either  singly  or  in  comblna- 
tlcm:  Damaged  by  Insects;  appearance 
or  eating  quality  materially  aff^ted  by 
friction,  disease,  external  stone  giun  or 
discoloration. 

(II)  Crushed  or  broken  units  in  whole 
and  halves  styles.  In  the  case  of  the 
whole  styles,  not  more  than  25  percent 
by  weight  of  the  drained  plums  are  de¬ 
formed  or  brdcen  to  an  extent  that  the 
normal  shape  of  the  fruit  is  seriously  af¬ 
fected.  In  the  case  of  the  halves  style, 
not  more  than  25  percent  by  weight  of 
the  drained  plums  are  damaged  or  torn 
to  such  an  extent  that  they  are  smaller 
than  50  percent  of  a  plum  half. 

(ill)  Blemishes  and  crushed  or  broken 
units.  Not  more  than  35  percent  by 
weight  of  the  drained  plums  consist  of 
both  blemishes  as  specified  In  paragraph 
(b)(1)  (1)  of  this  section  and  crushed 
or  broken  units  in  the  case  of  the  whole 
and  halves  styles  as  specified  in  para¬ 
graph  (b)  (2)  (11)  of  this  section. 
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(Iv)  Extraneous  plant  material.  Not 
more  than  one  piece  of  stalk  or  ston 
fnun  the  plum  tree  or  other  harmless 
extraneous  plant  material  per  200  grams 
(7  oimces)  of  drained  idums. 

(V)  Loose  pits  in  whole  style.  Not  more 
than  three  loose  pits  per  500  grams  (17.8 
ounces)  of  drained  plums. 

(vl)  Pits  or  pieces  of  pits  in  whole  pit¬ 
ted  and  halves  styles.  Not  more  than  two 
pits  or  pieces  of  pits  per  500  grams  (17.8 
ounces)  of  drained  plums. 

(2)  Determine  compliance  as  specified 
in  S  145.3(0)  except  that  a  lot  shall 
be  deemed  to  be  In  compliance  for 
extraneous  plant  material,  loose  pits 
In  whole  style,  and  pits  or  pieces  of  pits 
In  whole  pitted  and  halves  styles  based 
on  the  average  of  all  samples  anal3^2ed 
according  to  the  sampling  plans  set  out 
in  §  145.3  (p). 

(3)  If  the  quality  of  canned  plums  faUs 
below  the  standard  prescribed  In  para¬ 
graph  (b)(1)  of  this  section,  the  label 
shall  bear  the  general  statement  of  sub¬ 
standard  quality  specified  In  1 130.14(a) 
of  this  chapter.  In  the  manner  and  form 
therein  specified;  however,  if  the  quality 
of  the  canned  plums  falls  below  stand¬ 
ard  with  respect  to  (mly  one  oS  the  fac¬ 
tors  of  quality  specified  in  pctragraph 
(b)(1)  (1)  throufi^  (vl)  of  this  section, 
there  may  be  substituted  for  the  second 
line  of  such  general  statement  of  sub¬ 
standard  quality  (“Good  Food — ^Not 
High  Grade")  a  new  line,  as  specified 
after  the  corresponding  designation  of 
paragraph  (b)  (1)  of  this  section  which 
the  canned  plums  fall  to  meet,  as  f<d- 
lows; 

(I)  “Blemished”; 

(II)  “Partly  crushed  or  broken”; 

(ill)  “Blemished  and  partly  crushed  or 
broken”; 

(Iv)  “Contains  extraneous  plant  mate¬ 
rial”; 

(v)  “Contains  loose  pits”;  or 

(vl)  “Contains  pits”  or  “Contains 
pieces  of  pits”. 

(c)  Fill  of  container — (1)  The  stand¬ 
ard  of  fill  of  container  tor  canned  plums 
is: 

(1)  The  fill  of  the  plums  and  packing 
medium,  as  determined  by  the  general 
method  for  fill  of  container  prescribed  In 
§  130.12(b)  of  this  chapter.  Is  not  less 
than  90  percent  of  the  total  capacity  of 
the'  container. 

(il>  The  dratoed  weight  of  the  plum 
ingredient  as  determined  by  the  method 
prescribed  In  §  145.3(h)  Is  not  less  than 
50' percent  for  whole  styles  and  55  per¬ 
cent  for  halves  styles  based  on  the  water 
capacity  of  containers  as  determined  in 
§  130.12(a)  of  this  chapter. 

(2)  Determine  compliance  for  fill  of 
container  as  specified  in  S  145.3(0). 

(3)  If  canned  plums  fall  below  the 
standard  of  fill  of  container  prescribed 
in  paragraph  (c)(1)  of  this  section,  the 
label  shall  bear  the  statement  of  sub¬ 
standard  fill  specified  In  9 130.14(b)  of 
this  chapter,  in  the  manner  and  form 
therein  specified.  If  canned  plums  fall 
below  the  standard  of  fill  of  container  In 
respect  to  drained  weight,  the  words 
“Low  drained  weight”  shaU  follow  the 
general  statement  of  substandard  fill  on 
the  label. 
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§  145.190  Canned  prunes. 

(a)  Ingredients.  Canned  prunes  Is  the 
food  prepared  from  dried  primes,  which 
may  be  packed  as  a  solid  pack  or  in  one 
of  the  optional  packing  media  specified 
in  paragraph  (b)  of  this  section.  Such 
food  may  also  contain  (me.  or  any  com¬ 
bination  of  two  or  more,  of  the  following 
safe  and  suitable  optional  ingredients: 

(1)  Natural  and  artificial  flavors. 

(2)  Spice. 

(3)  Vinegar,  lemon  juice,  or  organic 
acids. 

(4)  Unpeeled  pieces  of  citrus  fruits. 

Such  food  Is  sealed  In  a  container  and 
before  or  after  sealing  is  so  processed  by 
heat  as  to  prevent  spoilage. 

(b)  Packing  media — (1)  The  optional 
packing  media  referred  to  In  paragraph 
(a)  of  this  secticm,  as  defined  in  9  145.3 

^”i)  Water. 

(II)  Fruit  juice(s)  and  water. 

(III)  Fruit  Juice (s) . 

Such  packing  media  may  be  used  as  such 
or  any  one  or  any  combination  of  two  or 
more  safe  and  suitable  nutritive  carbohy¬ 
drate  sweetener(s)  may  be  added. 
Sweeteners  defined  hi  9  145.3  shall  be  as 
defined  therein,  except  that  a  nutritive 
carbohydrate  swreetener  for  which  a 
standard  of  Identity  has  been  established 
In  Part  168  of  this  chapter  shall  comply 
with  such  standard  In  lieu  of  any  defini¬ 
tion  that  may  appear  In  9  145.3. 

(2)  When  a  sweetener  Is  added  as  a 
part  of  any  such  liquid  packing  medium, 
the  density  range  of  the  resulting  pack¬ 
ing  medium  expressed  as  percent  by 
weight  of  sucrose  (degrees  Brix)  as  de¬ 
termined  by  the  procedure  prescribed  In 
9  145.3 (m)  shall  be  designated  by  the  ap¬ 
propriate  name  for  the  respective  den¬ 
sity  ranges,  namely: 

(I)  When  the  density  of  the  solution  is 
less  than  20  percent,  the  medium  shall 
be  designated  as  “slightly  sweetened 
water”;  or  “extra  light  sirup”;  “slightly 
sweetened  fruit  juice (s)  and  water”;  or 
“slightly  sweetened  fruit  juice (s)”.  as 
the  case  may  be. 

(II)  When  the  density  of  the  solution 
is  20  percent  or  more  but  less  than  24 
percent,  the  medium  shall  be  designated 
as  “light  sirup”;  “lightly  sweetened  fruit 
julce(s)  and  water”;  or  “lightly  sweet¬ 
ened  fruit  juice(s)  ”,  as  the  case  may  be. 

(ill)  When  the  density  of  the  solution 
Is  24  percent  or  more  but  less  than  30 
percent,  the  medium  shall  be  designated 
as  “heavy  sirup";  “heavily  sweetened 
fruit  juice (s)  and  water”;  or  “heavily 
sweetened  fruit  julce(s)”,  as  the  case 
may  be. 

(tv)  When  the  density  of  the  solution 
is  30  percent  or  more  but  not  more  than 
45  percent,  the  medium  shall  be  desig¬ 
nated  as  “extra  heavy  sirup”;  “extra 
heavily  sweetened  fruit  julce(s)  and 
water”;  or  “extra  heavily  sweetened  fruit 
julce(s)  ”,  as  the  case  may  be. 

(c)  Labeling  requirements — (1)  The 
name  of  the  f(X)d  is  “prunes — prepared 
from  dried  prunes”.  Ihe  words  “prepared 
fr(»n  dried  primes"  shall  be  In  close 
proximity  to  the  word  “prunes”  and  shall 
be  of  the  same  style  and  not  less  than  ^ 
of  the  point  size  of  the  type  used  for  the 
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word  "prunes*’.  Hie  name  of  the  food 
shall  also  Include  a  declaratlcm  of  any 
flavoring  that  characterizes  the  product 
as  specified  In  §  101.22  of  this  chapter 
and  a  declaration  of  any  spice  or  seasmi- 
Ing  that  characterizes  the  product;  for 
example.  "Spice  added”,  or  in  lieu  of  the 
word  "Spice”,  the  common  name  of  the 
spice,  "Seasoned  with  vinegar”  or 
"Seasoned  with  unpeeled  pieces  of  citrus 
fruit”.  When  two  or  mem  of  the  optional 
Ingr^ents  speclfled  In  paragraph  (a) 

(2)  throu£^  (4)  of  this  section  are  used, 
such  words  may  be  combined  as  for  ex¬ 
ample,  “Seasoned  with  cider  vinegar, 
cloves,  cinnamon  and  unpeeled 
pieces  of  citrus  fruit.” 

(2)  When  the  food  is  prepared  with  a 
packing  medium,  the  name  of  the 
packing  medliun  speclfled  In  paragraph 

(b)(1)  and  (2)  of  this  sectlcm,  preceded 
by  “In”  or  “Packed  In”  and  the  words 
“cooked”,  “stewed”,  or  “prepared”,  shall 
be  Included  as  part  of  the  name  mr  in 
close  proximity  to  the  name  of  the  food. 
When  no  packing  medium  Is  used,  the 
words  “solid  pack”  or  “moist  pack”  or  the 
word  “molst^ed”  followed  by  the  words 
“without  sirup”  shall  be  Included  as  part 
of  the  name  or  In  close  proximity  to  the 
name  of  the  food.  When  the  packing 
medium  Is  pr^sared  with  a  sweetener(8) 
which  Imparts  a  taste,  flavor  or 
other  characteristic  to  the  flnlshed  food 
In  addltlcHi  to  sweetness,  the  name 
of  the  packing  medium  shall  be  ac¬ 
companied  by  the  name  of  such 
sweetener  (s) .  as  for  example  In  the  case 
of  a  mixture  of  brown  sugar  and  hemey, 
an  appropriate  statement  would  te 

" _  sirup  of  brown  sugar  and 

honey”,  the  blank  to  be  flUed  In  with  the 
word  “light”,  “heavy”,  or  “extra  heavy” 
as  the  case  may  be.  When  the  liquid  p<m:- 
tl(m  of  the  packing  media  provided  for 
In  paragraph  (b)  (1)  and  (2)  of  this 
section  consists  of  fruit  Juice  (s),  such 
Julce(8)  shall  be  designated  In  the  name 
of  the  packing  medium  as: 

(I)  In  the  case  of  a  single  fruit  juice, 
the  name  of  the  Juice  shall  be  used  In  lieu 
of  the  word  "fruit”, 

(II)  m  the  case  of  a  combination  of 
two  or  more  fruit  Juices,  the  names  of  the 
Jxilces  In  the  order  of  predominance  by 
weight  shall  either  be  used  in  lieu  of  the 
word  “fruit”  In  the  name  of  the  packing 
medium,  or  be  declared  rni  the  label  as 
speclfled  in  paragraph  (c)  (3)  of  this  sec¬ 
tion,  and 

(lil)  In  the  case  of  the  single  fruit 
Juice  or  a  combination  of  two  or  more 
fruit  Juices  any  of  which  are  made  from 
concentrate  (s) ,  the  words  “from  concen¬ 
trate  (s)  ”  shall  follow  the  word  “Juice  (s)  ” 
In  the  name  of  the  packing  meditim  and 
In  the  name(s)  of  such  Julce(s)  when 
declared  as  speclfled  in  paragraph  (c)  (3) 
of  this  section. 

(3)  Whenever  the  names  of  the  fruit 
Juices  used  do  not  appear  in  the  name  of 
the  padclng  medium  as  provided  in  para¬ 
graph  (c)  (2)  (11)  of  this  sectimi.  such 
names  and  the  words  “from  concen¬ 
trate”.  as  speclfled  in  paragraph  (c)  (2) 


(ill)  of  this  section,  shall  appear  in  an 
ingredient  statemoit  pursuant  to  the  re¬ 
quirements  ot  9  lOl.S(d)  of  this  chapter. 

(4)  Each  of  the  cmtional  Ingredients 
used  shall  be  declared  on  the  label  as  re¬ 
quired  by  the  applicable  sections  of  Part 
101  of  this  chapter. 


PART  146— CANNED  FRUIT  JUICES 
Subpart  A— Ganaral  ProuHtana 

Sec. 

146.3  Definitions. 

Subpart  B — Raquiramanta  far  Specific 
Startdardizad  Cartnad  Fruit  Juicaa  and  Beverages 

146.110  C)ranbesTy  Jtiloa  oocktall. 

146.111  Artificially  sweetened  cranberry 

juice  oocktall. 

146.113  Canned  fruit  nectars. 

146.116  Lemonade. 

146.130  Froaen  concentrate  for  lemonada. 

146.131  Froeen  concentrate  for  artificially 

sweetened  lemonade. 

146.125  Colored  lemonade. 

146.126  Frozen  concentrate  for  colored 

lemonade. 

146.130  Limeade. 

146.183  Canned  plneapple-gn4>efrult  Juice 
drink. 

146.135  Orange  Juice. 

146.137  Frozen  orange  Juice. 

146.140  Pasteurized  orange  Juice. 

146.141  Caxmed  orange  jmce. 

146.146  Orange  juice  from  concentrate. 
146.146  Frozen  concentrated  orange  Jolop. 

146.160  Canned  concentrated  orange  Joloe. 

146.161  Orange  juice  for  mantifaoturlng. 

146.163  Orange  Juice  adtb  preservative. 

146.163  Concentrated  orange  Juice  for 

manufacturing. 

146.164  Concentrated  Mange  juice  with 

inreservatlve. 

146.156  Orange  Juice  drink. 

140.166  Concentrate  fM  orange  Juice  drink. 
146.158  Powdered  orange  Juice  drink. 
146.169  Orange  Juice  drink  blend. 

146.160  Powdered  orange  Juice  drink  blend. 

146.161  Orange  drink. 

146.163  Concentrate  for  orange  drink. 

146.164  Powdered  orange  drink. 

146.166  Orange  fiavored  drink. 

146.166  Concentrate  fM  orange  fiavMed 

drink. 

146.167  Powdered  orange  fiavMed  drink. 

146.168  Water-extracted  soluble  orange 

solids. 

146.169  Dehydrated  water-extracted  soluble 

orange  solids. 

146.170  Comminuted  Manges. 

146.171  Dehydrated  comminuted  oranges. 
146.173  Extract  of  comminuted  oranges. 

146.176  Dehydrated  extract  of  comminuted 

oranges. 

146.176  Juicy  orange  pulp  for  manufactur¬ 

ing. 

146.177  Dehydrated  Juicy  orange  pulp  for 

manufacturing. 

146.185  Canned  plneiq>ple  juice. 

146.187  Canned  prune  juice. 

Attthobitt:  Secs.  401,  701,  62  Stat.  1046  as 
amended,  1055-1056  as  amended  (21  TTjS.C. 
341,  37F). 

Subpart  A — (Senoral  Provisions 
§  146.3  Definitions. 

For  the  purposes  of  this  peut: 

(a)  The  term  “com  sirup”  means  a 
clarlfled,  oonemtrated,  aqueous  solutloa 
of  the  products  obtained  by  the  Incom¬ 
plete  hydrolysis  of  cornstarch,  and  In¬ 
cludes  dried  com  sirup.  The  solids  of 


cbm  sirup  and  of  dried  com  sirup  con¬ 
tain  not  less  than  40  percent  by  weight 
of  reducing  sugars  calculated  as  anhy¬ 
drous  dextrose. 

(b)  Ihe  term  “dextrose”  means  the 
hydrated  or  anhydrous,  rained  mono¬ 
saccharide  obtained  frexn  hydrolyzed 
starch. 

(c)  The  term  “dried  glucose  sirup” 
means  the  product  obtained  by  drying 
glucose  sirup. 

(d)  The  term  “glucose  sirup”  means  a 
clarlfled,  (xmcmtrated,  aqueous  solution 
of  the  products  obtained  by  the  incom¬ 
plete  hydrolysis  of  any  edible  starch. 
The  s(^ds  of  glucose  sirup  contam  not 
lees  than  40  perc^t  by  weight  of  reduc¬ 
ing  sugars  calculate  as  anhydrous 
dextrose. 

(e)  The  term  “invert  sugar  sirup” 
means  an  aqueous  sc^utlon  of  inverted  or 
partly  inverted,  refined  or  partly  refined 
sucrose,  the  solids  of  which  (xmtain  not 
more  than  b.3  percent  by  weight  of  ash. 
and  which  is  colorless,  odorless,  and 
flavorless,  except  for  sweetness. 

(f)  Hte  term  “sugar"  means  refined 
sucrose. 

(g)  Compliance  means  the  following; 
Unless  otherwise  provided  in  a  standard, 
a  lot  of  canned  fruits  shall  be  deemed 
In  compliance  for  the  following  factors, 
to  be  determined  by  the  sampling  and 
acceptance  procedure  as  provided  in  par¬ 
agraph  (h)  of  this  section,  namely: 

(1)  Quattty.  The  quality  of  a  lot  shall 
be  considered  acceptable  when  the  num¬ 
ber  of  defectives  does  not  exceed  the  ac¬ 
ceptance  number  in  the  sampling  plans. 

(2)  Fin  of  container.  A  lot  shall  be 
deemed  to  be  In  compliance  for  fill  of 
container  when  the  niuriber  of  defectives 
does  not  exceed  the  acceptance  number 
(e)  In  the  sampling  plans. 

(h)  llie  sampling  and  acceptance  pro¬ 
cedure  means  the  following: 

(1)  Definitions — (1)  Lot.  A  collection 
of  primary  containers  or  units  of  the 
same  size,  type,  and  style  maniifactured 
or  packed  tmder  similar  conditions  and 
handled  as  a  single  unit  of  trade. 

(ii)  Lot  size.  The  number  of  primary 
containers  or  units  in  the  lot. 

(iii)  Sample  size.  The  total  number  of 
sample  units  drawn  for  examination 
from  a  lot. 

(Iv)  Sample  unit.  A  container,  a  por- 
tiem  of  the  c<mtents  of  a  container,  or  a 
composite  mixture  of  product  from  small 
containers  that  is  sufficient  for  the  ex¬ 
amination  or  testing  as  a  single  unit. 

(V)  Defective.  Any  sample  imit  shall 
be  regarded  as  defective  when  the  sam¬ 
ple  tmit  does  not  meet  the  criteria  set 
forth  in  the  standards. 

(vl)  Acceptance  number  (c).  The 
-maximum  number  of  defective  sample 
units  permitted  in  the  sample  in  order  to 
consider  the  lot  as  meeting  the  speci¬ 
fied  requirements. 

(vll)  Acceptable  Quality  level  lAQL). 
The  maximum  percent  of  defective  sam¬ 
ple  units  permitted  in  a  lot  that  wlU  be 
acc^ted  approximately  95  percent  of  the 
time. 
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(2)  Sampling  plans : 


Lot  sir*  (primary 
containers) 

Sice  of  ooataiaer 

Net  weight  equal  to  or  les  than 
1  kg  (2.2  lb) 

n 

e 

4,800  or  less . — 

IS 

4.801  to  24.000 . 

21 

3 

24.001  to  48,000 . 

29 

4 

48.001  to  84.000 . 

_  48 

6 

84.001  to  144,000 _ 

_  84 

9 

144,001  to  240,000 . 

128 

13 

Over  240,000 _ 

200 

19 

Net  weight  greater  than  1  kg 

(2.2  lb)  bat  not  more  than  4.S 
kg  (10  lb) 

n 

e 

2,400  or  leas . 

13 

2 

2,401  to  15,000 . 

21 

3 

15,001  to  24,000 . 

29 

4 

24,001  to  42,000. _ 

_  48 

6 

42,001  to  72,000 _ 

_  84 

9 

72,001  to  120,000 . 

128 

13 

Over  120,000 . 

200 

19 

Net  weight  greater  than  4.5  kg 
(M)  lb) 

n 

c 

800  or  less . 

IS 

2 

801  to  2,000 . 

21 

:i 

2,001  to  7,200 . 

T** 

4 

7,201  to  15,000 . 

4H 

6 

15,001  to  34,000 . 

84 

14 

24,001  to  42,000 . 

126 

13 

Over  42,00(t. . 

200 

19 

n  *nuniber  of  primary  containers  ih  sample. 
c=accept8uce  number. 


Subpart  B — Requirements  for  Specific 

Standardized  Canned  Fruit  Juices  and 

Beverages 

§146.110  Cranberry  juice  cockliiil. 

(a>  .Cranberry  juice  cocktail — a  Juice 
drink  is  the  beverage  food  prepared  from 
one  or  both  of  the  cranberry  juice  in¬ 
gredients  specified  in  paragrai^  (b)  of 
this  section  to  which  water  and  one  or 
more  safe  and  suitable  nutritive  sweeten¬ 
ers  are  added.  The  finished  food  is  fil¬ 
tered  and  contains  not  less  than  25  per¬ 
cent  by  volume  of  equivalent  single 
strength  cranberry  juice.  The  soluble  sol¬ 
ids  content  of  the  finished  food  Is  not  less 
than  14*  Brix  nor  more  than  16*  Brix.  as 
determined  by  refractometer.  It  may 
contain  added  vitamin  C  in  a  quantity 
prescribed  by  paragraph  (c)  of  this  sec¬ 
tion.  The  acid  content  of  the  food,  cal¬ 
culated  as  anhydrous  citric  acid,  is  not 
less  than  0.55  gram  per  100  milliliters. 
The  food  is  sealed  in  a  container  and  so 
processed  by  heat,  before  or  after  sealing, 
as  to  prevent  spoilage. 

(b)  The  cranberry  juice  ingredients 
referred  to  in  paragraph  (a)  of  this  sec- 
ti<m  are  cranberry  juice  and  concen¬ 
trated  cranberry  juice.  For  the  purpose 
of  this  section  cranberry  juice  is  the  juice 
extracted  from  mature,  well  colored, 
sound,  washed  cranberries  and  concen¬ 
trated  cranberry  juice  is  cranberry  juice 
from  which  part  of  Uie  water  has  been 
removed. 

(c)  Vitamin  C  may  be  added  in  a 
quantity  such  that  the  total  vitamin  C 
in  each  6  fluid  ounces  of  the  finished 
food  amounts  to  not  less  than  30  milli¬ 
grams  and  not  more  than  60  mlHlgrams. 

(d)  The  name  of  the  food  Is  “Cran¬ 
berry  juice  cocktail — a  juice  drink — 
contains  not  less  than  25  perc^it  cran¬ 
berry  juice".  The  words  “a  juice  drink" 


shall  appear  on  the  lab^  either  on  the 
same  line  with  or  centered  on  a  line  im¬ 
mediately  below  the  words  “cranberry 
juice  cocktail”.  The  words  “contains  not 
less  than  25  percent  cranberry  juice" 
shall  appear  on  a  line  immediately  below 
and  be  centered  with  the  line  preceding 
it.  The  words  “a  juice  drink — contains 
not  less  than  25  percent  cranberry  juice" 
shall  be  in  letters  not  less  than  one-half 
the  height  of  the  largest  letter  in  the 
words  “cranberry  juice  cocktail”. 

(e)  (1)  The  label  shall  name  the  sweet¬ 
ening  ingredients  used.  When  vitamin  C 
is  added,  as  provided  for  by  paragraph 
(c) ,  it  shall  be  designated  on  the  label  as 
“vitamin  C  added”  or  “with  added  vita¬ 
min  C”.  The  label  shall  conform  to.  the 
labeling  requirements  prescribed  for 
foods  which  purport  to  be  or  are  repre¬ 
sented  for  special  dietary  uses  by  regula¬ 
tions  promulgated  pursuant  to  section 
403(j)  of  the  Federal  Pood,  Drug,  and 
Cosmetic  Act. 

(2)  Statements  of  the  ingredients  pres¬ 
ent  as  specified  in  this  paragraph  shall 
be  set  forth  on  the  label  with  such  prom¬ 
inence  and  conspicuousness  as  to  render 
them  likely  to  be  read  by  the  ordinary 
individual  under  customary  conditions  of 
purchase. 

Note. — 1146.110  (formerly  §27.127)  w«a 
staired  In  its  entirety  at  33  F.R.  10088,  July 
13,  1968. 

§  146.111  .Vrtificially  sneelt-ned  cran¬ 
berry  juice  cocktail. 

(a)  Artificially  sweetened  cranberiy 
juice  cocktail — a  juice  drink  is  the  food 
that  conforms  to  the  definition  and 
standard  of  identity  prescribed  for  cran¬ 
berry  juice  cocktail — a  juice  drink  by 
§146.110,  except  that  in  lieu  of  nutritive 
sw'eeteners  it  is  sweetened  with  one  or 
more  of  the  artificial  sweeteners  listed 
in  and  complying  with  Parts  170  through 
180  of  this  chapter,  and  the  soliible  solids 
specifications  prescribed  In  i  146.110(a) 
do  not  apply.  The  quantity  of  artificial 
sweeteners  added  is  sufBcient  to  sweeten 
the  beverage  to  the  same  sweetness  taste 
level  as  that  of  the  food  conforming  to 
§  146.110. 

(b)  The  name  of  the  food  is  “Artifi¬ 
cially  sweetened  cranberry  juice  cock¬ 
tail — a  juice  drink— c<mtalns  not  less 
than  25  percent  cranberry  Juice”.  The 
words  “artificially  sweetened”  shall  be  of 
the  same  size  and  style  of  type  as  the 
words  “cranberry  juice  cocktail”  and  the 
words  “a  juice  drink — contains  not  less 
than  25  percent  cranberry  juice”  shall  be 
of  the  same  size  and  placement  as  pre¬ 
scribed  in  §  146.110(d). 

(c)  The  food  is  subject  to  the  require¬ 
ments  for  label  statement  of  Ingredients 
as  prescribed  for  cranberry  juice  cock¬ 
tail — a  juice  drink  by  {  146.110  and  is 
labeled  to  conform  to  the  labeling  re¬ 
quirements  prescribed  for  foods  which 
purport  to  be  or  are  represented  for  spe-’ 
cial  dietary  uses  by  regulations  promul¬ 
gated  pursuant  to  section  403(J)  of  the 
Federal  Food,  Drug,  and  Cosmetic  Act 

Nots. — I  148.111  (formerly  I  27.138)  was 
stayed  in  its  entire^  at  33  FA.  10088.  July 
13,  1968. 


§  146.113  Canned  fruit  nectars. 

(a)  Canned  fruit  nectars  are  the 
pulpy,  liquid  foods  pr^iared  from  one  or 
more  of  the  optional  fruit  Ingredients 
specified  in  paragraph  (b)  of  this  section 
in  an  amount  not  less  than  the  percent¬ 
age  specified  in  that  ptaragrap^  water, 
and  one  or  more  ot  the  c^tional  sweeten¬ 
ing  ingredients  as  provided  for  in  para¬ 
graph  (d)  of  this  section.  They  may  con¬ 
tain  one  or  more  of  the  optional  ingredi¬ 
ents  as  provided  for  in  paragraph  (e)  of 
this  sectimi.  The  consistency  of  the  fin¬ 
ished  product  is  such  that  the  time  of 
flow  is  not  less  than  30  seccaids  whm 
tested  by  the  method  set  forth  In  “Con¬ 
sistency  Measurement  of  Fruit  Nectars 
and  Fruit  Juice  Products,”  published  in 
the  “Journal  of  the  Association  of  om- 
cial  Agricultural  Chemists,”  p.  411,  vol. 
42,  1959.  Such  food  is  sealed  in  a  con¬ 
tainer  and  so  processed  by  heat,  either 
before  or  after  sealing,  as  to  prevent 
spoilage. 

(b)  (1)  The  optional  fndt  ingredients 
referred  to  in  paragraph  (a)  of  this  sec¬ 
tion  are  fruit  piu^,  pulp.  Juice,  or  con¬ 
centrates  thereof,  as  prepar^  from 
whole,  mature  fruits  of  the  following  va¬ 
rieties:  Apple,  apricot,  blackberry,  boy- 
senberry,  cherry  guava,  loganbory, 
mango,  nectarine,  papaya,  passion  fruit, 
peach,  pear,  pineapple,  and  plum.  Apples, 
cherries,  passion  fruit,  and  pineapples 
are  used  only  In  combination  with  one 
or  more  of  the  other  fruits  listed. 

(2)  The  fruit  ingredients  contain 
finely  divided  insoluble  fruit  solids  but 
do  not  contain  seeds,  pits,  or  other  coarse 
or  hard  substances  capable  of  being 
avoided  by  good  canning  practices. 

(3)  Single-fruit  nectars  are  made 
from  fruits  of  a  single  variety.  The  pro¬ 
portion  of  fruit  ingredient  used  oh  an 
equivalent  single  strength  basis  Is  not 
less  than  40  percent  by  weight  of  the 
finished  food;  except  that  for  aprloot 
nectar  it  is  not  less  than  35  percent,  for 
ptipaya  nectar  It  is  not  less  than  33^ 
percent,  and  for  guava  nectar  It  is  not 
less  than  25  percent.  Multiple-fruit  nec¬ 
tars  are  made  from  two  or  more  varieties 
of  fruit,  and  they  may  be  made  by  blend¬ 
ing  single-fruit  nectars  provided  that 
each  single-fruit  nectar  used  meets  Its 
fruit  ingredlrat  requirement.  The  fruit 
ingredi^t  reqiilremenits  for  those  fruits 
that  parag^tiph  (b)  (1)  of  this  sectimi 
are  restricted  for  use  in  combina¬ 
tion  with  other  fruits  are:  Apples — ^not 
less  than  40  percent,  cherries — ^not  less 
than  40  percent,  passion  fruit — not  less 
than  15  percent,  and  pineapples — not 
less  than  40  percent.  Each  multiple-fruit 
nectar  made  by  any  procedure  other  than 
by  the  method  of  blending  single-fruit 
nectars  shall  contain  no  less  of  each  fruit 
ingredient  than  It  would  be  required  to 
have  if  made  by  tiie  blending  method.  In 
no  case  i^iall  the  quantity  oi  a  fruit  in- 
gredioit  be  less  than  that  required  to  im¬ 
part  a  definite  flavor  or  other  definite 
characteristic  to  the  nectar.  The  weight 
of  any  fruit  ingredlnxt  shall  be  deter¬ 
mined  as  follows:  Determine  the  percent 
of  soluNe  solkb  in  such  fruit  ingredient 
by  the  method  prescribed  In  section 
29.011  of  “OfSclal  Methods  of  Analysis 
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of  the  Association  of  OflQcial  Agricultural 
Chemists,”  10th  Edition,  1965,  page  487, 
under  “Solids.”  Use  this  method  notwith¬ 
standing  the  presence  of  insoluble  solids. 
Multiply  the  result  so  found  by  the 
weight  of  each  fruit  ingredient  used  and 
divide  the  product  by  the  Brix  value  for 
each  such  fruit  ingredient  set  forth  in 
paragrai^  (c)  (3)  of  this  section.  TTie 
result  is  the  equivalent  weight  of  the  in¬ 
dividual  single  strength  fruit  ingredients. 
For  ex^ple,  1,180  pounds  of  concen¬ 
trated  peach  ingredient  having  30  per¬ 
cent  soluble  solids  is  used.  The  equivalent 
wel^t  of  single  strength  peach  ingredi¬ 
ent  would  be: 

(1,180  x  30^-11.8  =  3.000  pounds.) 

(c)  Any  requirement  of  this  section 
with  respect  to  the  weight  of  any  fruit 
means: 

(1)  In  the  case  of  fruit  the  proper 
preparation  of  which  Involves  the  re¬ 
moval  of  pits,  seeds,  skins,  cores,  or  other 
parts,  the  weight  of  such  fruit  exclusive 
of  all  such  substances  removed  there¬ 
from;  and 

(2)  ITie  weight  of  the  fruit  exclusive 
of  the  weight  of  water  or  any  other  sub¬ 
stance  added  for  any  processing,  pack¬ 
ing,  or  canning  of  such  fruit,  or  other¬ 
wise  added  to  such  fruit. 

(3)  For  the  purposes  of  this  section 
the  weight  of  any  fruit  ingredient  shall 
be  converted  to  the  equivalent  weight  of 
single  strength  fruit  ingredient  having  a 
Brix  value  as  follows: 


Brix 

Name  of  fruit :  value 

Apple  _  13. 3 

Aprioot _  14. 3 

Blackberry  _ 10.0 

Boyseuberry _ _ 10. 0 

Oheny  _  14. 3 

Guava  _  7. 7 

Loganberry _ ! _  10. 5 

Mango  _  13. 0 

Nectarine  _  11.8 

Papaya _  11. 5 

Paaslon  fruit _  14. 5 

Peach . . . 11.8 

Pear  . 16.4 

Plneiq>ple  _  13. 0 

Plum  .  14. 3 


(d)  The  optional  sweetening  ingredi¬ 
ents  referred  to  in  paragraidi  (a)  of  this 
section  are:  Sugar,  invert  sugar  sirup, 
dextrose,  com  sirup,  dried  com  sirup, 
glucose  sirup,  and  dried  glucose  sirup. 

(e)  Optional  Ingredients  that  may  be 
added  in  making  fruit  nectars  are  one 
or  more  of  the  following: 

(1)  Acidifiers:  Lemcm  Juice,  concen¬ 
trated  lemon  juice,  citric  acid,  malic  acid, 
and  fumaric  acid. 

(2)  Ascorbic  acid  as  an  antioxidant 
preservative  in  a  quantity  not  to  exceed 
150  parts  per  million. 

(3)  Ascorbic  acid  (vitamin  C)  added 
In  such  quantity  that  the  total  ascorbic 
acid  in  each  4  fluid  oimces  of  the  flnlshed 
fruit  nectar  amounts  to  not  less  than  30 
milligrams  and  not  more  than  60  milli¬ 
grams. 

(f )  The  names  of  the  fruit  nectars  for 
'Which  standards  oi  Identity  are  pre¬ 
scribed  by  this  section  are: 

(1)  If  the  fruit  Ingredient  Is  prepared 
from  a  single  varied  of  fruit  the  name  Is 


“nectar”  preceded  by  the  name  of  the 
fruit;  for  example,  “Apricot  nectar”. 

(2)  If  the  fruit  ingredloit  Is  a  com- 
binati<m  of  two  or  more  fruits  and  the 
weight  of  each  is  not  less  than  one-tenth 
of  the  weight  of  the  ccHnbination,  the 
name  is  “nectar”  preceded  by  the  names 
of  the  fruits  arranged  in  descending  or¬ 
der  of  predominance;  for  example, 
“Apricot  and  papaya  nectar”. 

(3)  If  the  fruit  ingredient  is  a  combi¬ 
nation,  the  nectar  shall  be  so  named  as 
to  differentiate  those  fruits  furnishing 
one-tenth  or  more  to  the  weight  of  the 
combination  from  those  fruits  furnishing 
less  than  one-tenth  to  such  weight.  The 
names  of  those  fruits  furnishing  one- 
tenth  or  more  to  the  combination  shall 
be  shown  as  prescribed  in  paragnq)h  (f) 
(2)  of  this  section;  or,  alternatively, 
in  the  case  of  combinations  wherein  each 
of  four  or  more  fruits  furnishes  one- 
tenth  or  more  to  the  weight  of  the 
combination,  their  names  may  be  listed 
in  descending  order  of  predominance 
immediately  following  the  words 
“Blended  fruit  nectar”.  The  names  of 
any  fruits  furnishing  less  than  one-tenth 
of  the  weight  of  the  ctMnbination  shall 
be  shown  immediately  following  the  rest 
of  the  name  of  the  nectar  by  listing  them 
in  the  blank  of  the  statement  "with 

added _ ”  or  " _ 

added”.  For  example,  nectar  made  with  a 
combination  containing :  35  percent  pear, 
25  percent  peach,  20  percent  plum,  15 
percent  apricot,  and  5  percent  passion 
fruit  may  be  named  “Pear,  peach,  plum, 
apricot  nectar,  passion  fruit  added”,  or 
alternatively,  it  may  be  named  "Blended 
fruit  nectar — pear,  peach,  plum,  apri¬ 
cot,  with  added  passion  fruit”. 

(g)  The  ccanmon  names  of  optional 
Ingredients  used  shall  be  shown  on  the 
principcd  display  panel  or  panels  ot  the 
label  with  such  prominence  and  con¬ 
spicuousness  that  they  are  likely  to  be 
read  and  understood  by  ordinary  In¬ 
dividuals  under  cust<Hnary  cimdltlons  of 
purchase.  The  term  "sweeten«r  added” 
may  be  used  in  lieu  of  the  name  or 
names  of  the  sweetening  ingredient. 
When  ascorbic  acid  is  added  as  provided 
for  in  paragraiA  (e)  (2)  of  this  section, 
it  shall  be  declared  on  the  label  by  the 

statement  "ascorbic  acid  added _ 

_ ”,  the  blank  being  filled  in  with 

“to  preserve  color  and  flavor”  or  "as  a 
preservative”.  A  fruit  nectar  containing 
ascorbic  acid  (vitcunin  C)  as  provided 
for  in  paragraph  (e)  (3)  of  this  section 
shall  bear  on  the  label,  in  addition  to  the 
preservative  declaration  required  by  this 
paragrsq>h,  the  statement  "vitamin  C 
added”  or  “with  added  vitamin  C”  and 
such  statement  shall  be  accMnpanled  by 
labeling  conforming  to  the  requirements 
prescribed  in  the  regulations  established 
pursiiant  to  section  403(j)  of  the  Federal 
Food,  Drug,  and  Cosmetic  Act. 

Non. — 1 146.113  (formerly  |  27.126)  was 
stayed  In  Its  entirety  at  33  FR  10713,  July 
27,  1968. 

§  146.115  Lemonade. 

(a)  Lemonade  Is  the  beverage  food 
prepared  from  one  or  more  of  the  lemon 
Juice  Ingredients  specified  In  paragraph 


(b)  of  this  section,  water,  and  one  or 
more  ot  the  optional  sweetening  in¬ 
gredients  q?ecified  in  paragraph  (c)  of 
this  section.  It  may  contain  (me  or  more 
of  the  (H>tlonal  ingredioits  provided  for 
in  paragraph  (d)  of  this  section.  The 
proporti<m  of  lemon  Juice  ingredients 
used  is  sufiQcient  to  yield  an  acidity,  cal¬ 
culated  as  anhydrous  citric  acid,  of  not 
less  than  0.70  gram  per  100  milliliters  of 
the  finished  lemonade.  The  pulp  content 
of  lemonade  may  be  adjusted  by  remov¬ 
ing  or  by  adding  lemon  pulp  in  accord¬ 
ance  with  gocxl  manufacturing  practice. 
The  beverage  made  by  diluting  froeen 
concentrate  for  l«nonade,  identified  in 
§  146.120,  with  water  to  meet  the  re¬ 
quirements  of  this  secticm  is  deemed  to 
be  lemonade.  Lemonade  may  be  treated 
with  heat  to  reduce  the  enzymatic  ac¬ 
tivity  and  the  niunber  of  viable  micro¬ 
organisms.  It  may  be  preserved  by  re¬ 
frigeration.  by  freezing,  by  the  addition 
of  preservatives  as  provided  for  in  para¬ 
graph  (d)  (2)  of  this  section,  or  by  seal¬ 
ing  in  containers  and  so  ptxxessing  by 
heat,  either  before  or  after  sealing,  as  to 
prevent  spoilage. 

(b)  The  lemon  Juice  ingredients  re¬ 
ferred  to  in  paragraph  (a)  of  this  section 
are  lemon  Juice  and  concentrated  lemon 
Juice,  either  of  which  may  be  frozen.  For 
the  purposes  of  this  section,  lem<m  juice 
is  ^e  juice  expressed  from  mature 
lemons  of  an  acid  variety.  Concentrated 
lemon  juice  is  lem(xi  Juice  from  which 
part  of  the  water  has  been  removed. 
Lemon  Juice  ingredients  may  be  treated 
by  heat  to  reduce  the  enzymatic  ac¬ 
tivity  and  the  number  of  viable  micro¬ 
organisms. 

(c)  The  optional  sweetening  in¬ 
gredients  referred  to  in  paragraph  (a) 
of  this  section  are:  Sugar,  invert  sugar 
sirup,  dextrose,  com  sirup,  dried  com 
simp,  glucose  simp,  and  dried  glucose 
simp. 

<(1)  Optional  ingredients  that  may  be 
added  in  making  lemonade  are  one  or 
more  of  the  following: 

(1)  Lemon  oil.  cold-pressed  lemon  oil. 
concentrated  lemon  oil,  and  lem(m  es¬ 
sence  recovered  dming  the  concentration 
of  lemon  Juice. 

(2)  The  chemical  preservatives: 
S(xlium  benzoate  and  sorbic  acid. 

(3)  Safe  and  suitable  buffering  salts, 
emulsifying  agents  and  weighting  oils 
(emulsifying  agents  and  weighting  oils 
may  be  used  only  when  an  oil  as  provided 
for  by  paragraph  (d)(1)  of  this  section 
is  added  and  in  a  quantity  not  greater 
than  required  to  facilitate  dispersion  of 
such  oil).  Such  ingredients  are  deemed 
safe  if  they  are  not  f(xxi  additives  as 
defined  by  section  201  (s)  of  the  Federal 
Food,  Dmg,  and  Cosmetic  Act,  or  if  they 
are  f(X)d  additives  as  so  defined,  when 
they  are  used  in  conformity  with  regula¬ 
tions  established  pursuant  to  section  409 
of  the  Federal  Pood,  Drug,  and  Cosmetic 
Act. 

(e)  The  name  of  the  food  is  “Lemon¬ 
ade”.  If  the  food  is  preserved  by  freezing, 
the  name  is  "Frozen  lemcmade”.  If  it  is 
preserved  by  beat  processing  so  as  to 
prevent  spoilage,  the  name  is  "Canned 
lemonade”;  however,  if  it  does  not  pur- 
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port  to  be  a  refrigerated  or  frozen  pnxi- 
uct,  the  word  “canned”  may  be  omitted. 

(f)  The  common  names  of  optional  In¬ 
gredients  used  shall  be  shown  on  the 
principal  display  pandL  or  panels  of  the 
label  with  such  prominance  and  con¬ 
spicuousness  that  they  are  likely  to  be 
read  and  understood  by  ordinary  individ¬ 
uals  under  customary  conditions  of  pur¬ 
chase.  The  term  “sweetener  added”  may 
be  used  in  lieu  of  the  name  or  names 
of  the  sweetening  ingredient.  The  term 
“flavor  added”  may  be  used  in  lieu  of 
the  names  for  lemon  oil,  cold-pressed 
lemon  oil,  concentrated  lemon  oil,  or 
lemwi  essence.  The  name  of  the  pre¬ 
servative  Ingredient  used  shall  be  accom¬ 
panied  by  words  to  show  that  it  Is  a  pre¬ 
servative;  for  example,  “preserved  with 
sodium  benzoate”. 

Note  — 5 146.116  (fM-merly  1 27.99)  was 
stayed  In  Its  entirety  at  33  PJl.  10713,  July 
27, 1968. 

§  146.120  Frozen  coneentrate  for  lemon¬ 
ade. 

(a)  Frozen  concentrate  for  lantmade 
Is  the  frozen  food  prepared  from  one  or 
both  of  the  lonon  Juice  ingredients  speci¬ 
fied  in  paragraph  (b)  of  this  secticm  to¬ 
gether  with  one  or  any  mixture  of  safe 
and  suitable  nutritive  carbohydrate 
sweeteners.  The  product  contains  not  less 
than  48.0  percent  by  weight  of  soluble 
solids  taken  as  the  sucrose  value  deter¬ 
mined  by  refractometer  and  corrected 
for  acidity  as  given  in  “Correction  of 
Refractometer  Sucrose  Readings  for  Cit¬ 
ric  Acid  Content  in  Frozen  Concentrate 
for  Lemonade,”  by  Yeatman,  Senzel  and 
Springer,  “Journal  of  the  Association  of 
Analytical  Chonists,”  vol.  59,  p.  368 
(1976)  .*  When  the  product  is  diluted  ac¬ 
cording  to  directions  for  making  lemon¬ 
ade  which  shall  appear  on  the  label,  the 
acidity  of  the  lemmiade,  calculated  as 
anhydrous  citric  acid,  shall  be  not  less 
than  0.70  gram  per  100  milliliters,  and 
the  soluble  s(dlds.  measured  as  described 
for  the  concentrate,  shall  be  not  less 
than'10.5  percent  by  weight. 

(b)  The  l«non  juice  Ingredients  re¬ 
ferred  to  in  paragraph  (a)  of  this  sec¬ 
tion  are: 

(1)  Lemon  Juice  or  frozen  lemon  juice 
or  a  mixture  of  these. 

(2)  Concentrated  lemcm  Juice  or  frozen 
concentrated  lemon  Juice  or  a  mixture 
of  these. 

For  the  purposes  of  this  section,  l«non 
Juice  is  the  imdiluted  Juice  expressed 
from  mature  lonons  of  an  acid  variety; 
and  concentrated  lemon  Juice  is  lemon 
Juice  from  which  part  of  the  water  has 
been  removed.  In  the  preparation  of  the 
lemon  Juice  ingredients,  the  lan(xi  oil 
content  may  be  adjusted  by  t&e  addition 
of  lemon  oil  or  concentrated  lemon  (ril 
in  accordance  with  good  manufacturing 
practice,  and  the  lemon  pulp  in  the  Juice 
as  expressed  may  be  left  in  the  Juice  or 
may  be  separated.  Lemon  pulp  that  has 
be^  separated,  which  may  have  been 
preserved  by  freezing,  may  be  added  in 


■  Copies  may  be  obtained  from:  AssodaUoa 
ot  Official  Analytical  Chemists,  P.O.  Box  540, 
Benjamin  Franklin  Station,  Washlng:ton,  D.C. 
20044. 
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preparing  frozen  cmicentrate  for  lemon¬ 
ade,  provided  that  the  amount  of  pulp 
added  does  not  raise  the  proporticm  ot 
pulp  in  the  finished  f(xxl  to  a  level  in 
excess  of  that  which  would  be  present  by 
using  lemon  Juice  ingredients  from 
which  pulp  has  not  been  separated.  The 
lemon  juice  ingredients  may  be  treated 
by  heat,  either  before  or  aft^  the  other 
ingredients  are  added,  to  reduce  the  en¬ 
zymatic  activity  and  the  number  of  vi¬ 
able  microorganisms. 

(c)  Each  of  the  ingredients  used  shall 
be  declared  on  the  label  as  required  by 
the  applicable  sections  of  Part  101  of  this 
chapter. 

§  146.121  Frozen  coneentrate  for  artifi¬ 
cially  sweetened  lemonade. 

(a)  Frozen  concffiitrate  for  artificially 
sweetened  lemonade  conforms  to  the 
definition  and  standard  of  identity  pre¬ 
scribed  for  frozen  c<xicentrate  for  lem¬ 
onade  by  §  146.120,  except  that  in  lieu  of 
nutritive  sweeteners  it  is  sweetened  with 
one  or  more  of  the  artificial  sweetening 
lngredi«its  listed  in  and  cmnplylng  with 
the  requirements  of  Parts  172, 180  or  184 
of  this  chapter,  and  the  s(fiuble  solids 
specifications  prescribed  in  1 146.120(a) 
do  not  aw>ly.  When  the  product  is  diluted 
according  to  directions  which  shall  ap¬ 
pear  on  the  label,  the  acidity  of  the  arti¬ 
ficially  sweetened  lemcmade,  calculated 
as  anhydrous  citric  acid,  shall  be  not  less 
than  0.70  gram  per  100  milliliters.  It  may 
contain  one  or  more  safe  and  suitable 
dispersing  ingredients  serving  the  func¬ 
tion  of  distributing  the  lemon  oil 
throughout  the  food.  It  may  also  con¬ 
tain  one  or  more  sELfe  and  suitable 
thickening  ingredients.  Such  dispersing 
and  thickening  ingredients  are  not  food 
additives  as  defined  in  section  201  (s)  of 
the  Federal  Food,  Drug,  and  Cosmetic 
Act;  or  if  they  are  food  additives  as  so 
defined,  they  are  used  in  conformity 
with  regulations  established  pursuant  to 
section  409  of  the  act 

(b)  [Reserved] 

(c)  The  name  of  the  food  is  “Frozen 
concentrate  for  artificially  sweetened 
lemonade”.  The  words  “artificially 
sweetened”  shall  be  of  the  same  size  and 
style  of  type  as  the  word  ‘Tononade”. 

(d)  If  an  optional  thlckoiing  or  dis¬ 
persing  ingredient  refffired  to  in  para¬ 
graph  (a)  of  this  section  is  used,  the 

label  shall  bear  the  statement  “ _ 

added”  or  “with  added _ ”,  the  blank 

being  filled  in  with  the  common  name 
of  the  thickening  or  dlsperslog  agffiit 
used.  Such  statement  shah  be  set  forth 
on  the  label  with  such  prominence  and 
conspicuousness  as  to  render  It  likely  to 
be  read  and  understood  by  the  ordinary 
individual  under  customary  conditions 
of  piunhase. 

(e)  Frozen  concentrate  for  artificially 
sweetened  lemonade  is  labeled  to  con¬ 
form  to  the  labeling  requirements  pre¬ 
scribed  for  foods  which  piuport  to  be  or 
are  represented  for  special  dietary  use 
by  regulations  promulgated  purauant  to 
section  403  (J)  of  the  act. 

S  146.125  Colored  Icnonade. 

(a)  Colored  lemonade  is  the  beverage 
food  that  conforms  to  the  definition  and 


standard  of  Identity  and  is  subject  to  the 
requirements  for  label  statement  of  op¬ 
tional  ingredients  prescribed  for  lemon¬ 
ade  by  9  146.115,  except  that  it  is  c(^ored 
with  a  safe  and  suitable  color.  Such  color 
Is  deemed  safe  if  it  is  a  color  additive 
as  defined  in  section  201  (t)  of  the  Fed¬ 
eral  Food,  Drug,  and  Cosmetic  Act  and 
is  used  in  conformity  with  regulations 
established  pursuant  to  section  706  of 
the  act.  The  beverage  made  by  diluting 
frozen  concentrate  for  colored  lemonade. 
Identified  in  9  146.126  with  water  to  meet 
the  requirements  of  this  section  is 
deemed  to  be  colored  lemonade. 

(b)  The  name  of  the  food  c(mforms  to 
the  name  prescribed  by  9  146.115,  except 
that  the  word  “lemonade”  is  immediately 
preceded  by  a  word  describing  the  color 
of  the  food;  for  example,  “frozen  pink 
lemonade”. 

(c)  The  authorized  coloring  ingredient 
used  shall  be  shown  on  the  labd  by  the 

statement  “ _ added”  or  “wltii 

added _ ”,  the  blank  being 

filled  in  with  words  “artificial  coloring” 
if  the  color  additive  used  is  artificial,  or 
if  it  Is  not  an  artificial  ccdorlng  the  Wank 
is  filled  in  with  the  word  “cWarlng”  or 
with  the  common  name  of  the  color  ad¬ 
ditive  Tised;  for  example,  “beet  Juice 
added”. 


Not*. — f  146.126  (formerly  f  27.100)  wsa 
stayed  In  Its  entirety  at  33  FB  10713,  July  27, 
1968. 

§  146.126  Frozen  concentrate  for  colored 
lemonade. 


(a)  Frozen  concentrate  for  colored 
lemonade  conforms  to  the  definition  and 
standard  of  identity  prescribed  for 
frozen  ctmoentrate  for  lemonade  by 
9  146.120,  except  that  it  is  cWored  with  a 
safe  and  suitable  fruit  Juice,  vegetable 
Juice,  or  any  such  Juice  in  concentrated 
form,  or  with  any  other  color  additive 
Ingredient  suitable  for  use  in  food,  in¬ 
cluding  artificial  coloring,  used  in  con¬ 
formity  with  regulatkms  established 
pursuant  to  section  706  of  the  Federal 
Food,  Drug,  and  Cosmetic  Act. 

(b)  The  name  of  the  food  Is  “Frozen 

concentrate  fw _ lemonade”, 

the  blank  being  filled  in  with  the  word 
describing  the  color:  for  example, 
“Frozen  concentrate  for  pink  lemonade”. 

(c)  EMh  of  the  ingredients  specified 
in  paragraph  (a)  of  this  section  shall  be 
declared  on  the  labW  as  required  by  the 
applicable  sections  of  Part  101  ot  this 
chiqjter. 

§  146.130  Limeade. 

Limeade  is  the  bevffiage  food  that  con¬ 
forms  to  the  compositional  requlremmts 
prescribed  by  9  146.115  for  lemonade,  ex¬ 
cept  that  instead  of  using  lemon  juice 
ingredients,  lemon  pulp,  and  fiavoring 
ingredients  derived  from  lemons,  the  cor¬ 
responding  Juice,  pulp,  and  flavoring  in¬ 
gredients  derived  from  mature  limes  oi 
an  acid  variety  are  use(L  Limeade  con¬ 
forms  to  the  labeling  requirements  pre¬ 
scribed  by  1 146.115  for  lemonade,  except 
that  the  name  “limeade”  replacea  the 
name  “lemonade”. 

Non.— 1 144.130  (formerly  I3TJ31)  wm 
stayed  In  Its  entirety  at  33  FR  10713,  July 
27.  1968. 
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8  146.133  Canaed  pinwipplg-graptfroit 
juice  drink. 

(a)  Caimed  pineapple-grapefruit  juice 
drink  Is  the  beverage  food  prepared 
from  one  or  both  of  the  pineapple  juice 
Ingredients  and  one  or  both  of  the  grape¬ 
fruit  juice  Ingredients  specified  In  para¬ 
graph  (b)  of  this  section,  water,  and  one 
or  more  of  the  optional  sweetening  In¬ 
gredients  specified  In  paragraph  (c)  of 
this  section.  It  may  contain  one  or  more 
of  the  optional  Ingredients  as  provided 
for  in  paragraph  (d)  of  this  section.  The 
consistency  of  the  finished  food  is  such 
that  the  time  of  flow  Is  less  than  30  sec¬ 
onds  when  t^ted  by  the  method  set  forth 
In  “Consistency  Measurement  of  Fruit 
Nectars  and  Fruit  Juice  Products”  pub¬ 
lished  In  the  “Journal  of  the  Association 
of  Official  Agricultural  Chemists,”  pages 
411-416,  voL  42.  195ft.  The  food  Is  sealed 
in  a  container  and  so  processed  by  beat, 
either  before  or  after  sealing,  as  to  pre¬ 
vent  spoilage. 

(b)  (1)  The  fruit  juice  ingredients  re¬ 
ferred  to  In  paragraph  (a)  of  this  sec¬ 
tion  are  pineapple  juice,  concentrated 
pineapple  juice,  grapefruit  juice,  and 
concentrate  grapefruit  juice.  Each  fruit 
juice  Ingredient  may  contain  finely  di¬ 
vided  Insoluble  fruit  solids  but  does  not 
contain  seeds,  pits,  or  other  coarse  or 
hard  substances  capable  of  being  avoided 
In  good  canning  practices.  The  adjusted 
weight  of  the  cmnblnatlon  of  these  fruit 
juice  Ingredients  shall  be  not  less  than 
60  percent  of  the  weight  of  the  finished 
food,  calculated  by  the  method  specified 
In  paragraph  (b)(2)  of  this  section. 
Each  fruit  juice  ingredient  shah  be  used 
in  a  quantity  sufficient  to  Impart  its  chsur- 
acteilstlcs  to  the  blend,  and  the  pr<H>or- 
tlon  of  the  pineapple  juice  Ingredient 
Shan  exceed  the  proportion  of  the  grape¬ 
fruit  juice  Ingredient. 

(2)  Determine  the  percent  of  soluble 
scalds  In  the  fruit  juice  Ingredients  used 
by  the  method  prescribed  In  section 
29.011  at  “Official  Methods  of  Analysis 
of  the  Association  of  Official  Agricultural 
crhcmlsts,”  10th  edition.  1965,  page  487, 
under  “Solids.”  Use  this  method,  not¬ 
withstanding  the  presence  of  Insoluble 
solids.  Multiply  the  result  io  foimd  by 
the  weight  of  each  fruit  juice  Ingredient 
used  and  divide  the  product  by  the  fol¬ 
lowing  Brlx  value  for  each  fruit  In¬ 


gredient. 

Brix 

Name  of  fruit:  value 

Pineapple  juice _  IS.  0 

Orapefrult  juice _  S.  6 


The  result  Is  the  adjusted  weight  of  the 
fruit  juice  Ingredient.  For  example, 
assume  there  is  on  hand  1.300  pounds  of 
concentrated  pineapple  juice  that  In  ac¬ 
cordance  with  the  above-cited  A.OJLC. 
method  Is  found  to  contain  30  percent  of 
soluble  soUds.  The  weight  of  equivalent 
single  strength  pineapple  juice  is  calcu¬ 
lated  as  follows: 

1.900X30 13.0=  3,000  pounds 

(c)  The  optional  sweetening  ingredi¬ 
ents  referred  to  In  paragraph  (a)  of  this 
section  are:  Sugar,  Invert  sugar  sirup, 
dextrose,  com  sirup,  dried  com  strap, 
glucose  sirup,  and  dried  glucose  sirup. 


(d)  Optional  Ingredients  that  may  be 
added  In  making  {dneapple-grapefrult 
juice  drink  are  one  or  more  of  the 
following: 

(1)  Citrus  oil  fiavoring  dolved  from 
orange,  lemon,  and/or  gnuiefrult. 

(2)  Acldillers:  Lemon  juice,  concen¬ 
trated  lemon  juice,  citric  acid,  malic  add, 
and  fumarlc  add. 

(3)  Ascorbic  acid  (vitamin  C)  added 
hi  such  a  quantity  that  the  total  ascorbic 
acid  In  each  4  fluid  ounces  of  the 
finished  plneapple-grapdruit  juice 
drink  amounts  to  not  less  than  30 
milligrams  and  not  more  than  60  milli¬ 
grams. 

(4)  Sodium  citrate. 

(e)  The  name  of  the  food  Is: 

Plneapple-Orspehrult  Juice  Drink 
Contains  not  ieas  than  60  percent  fruit  juice 

That  pert  of  the  name  consisting  of  the 
statement  “Contains  not  less  than  50 
percent  fruit  juice”  shall  Immediately 
follow  the  words  “Pineapple-grapefruit 
juice  drink”  and  shall  be  shown  In  the 
same  color,  on  the  same  backguround,  and 
In  letters  that  are  not  less  than  one-half 
the  belgdit  of  the  largest  letter  In  the 
preceding  words  In  the  name. 

(f)  The  common  names  of  the  optional 
Ingredients  used  shall  be  shown  on  the 
principal  display  pcmel  or  pends  of  the 
label  with  such  prominence  and  con¬ 
spicuousness  that  they  are  llkdy  to  be 
read  and  understood  by  ordinary  Indi¬ 
viduals  under  customary  conditions  of 
purchase.  The  term  “sweetoier  added” 
may  be  used  In  lieu  of  the  name  or  names 
of  the  sweetening  Ingredioit.  The  ttfm 
“flavor  added”  may  be  used  In  lieu  of 
the  name  of  the  citrus  'oil  flavoring 
Ingredient.  When  ascorbic  acid  (vitamin 
C)  Is  added  It  shall  be  declared  as 
“vitamin  C  added”  or  “with  added 
vitamin  C“  and  this  declaratlan  shall  be 
accompanied  by  labeling  eonformlng  to 
the  requirements  preKrlbed  In  the  regu¬ 
lations  established  poisuant  to  section 
403(j)  of  the  Federal  Ftood,  Drug,  and 
Cosmetic  Act. 

Notb. — 1 146.133  (formerly  1 97.136)  wse 
stayed  in  its  entirety  at  39  FR  10719,  July  97, 
1968. 

8  146.135  Orange  juice. 

(a)  Orange  juice  la  the  unfenutfited 
juice  obtained  from  mature  oranges  of 
the  species  Citraa  iinentis.  Seeds  (ex- 
c^  embryonic  seeds  and  small  frag¬ 
ments  of  seeds  that  cannot  be  separated 
by  good  manufacturing  practice)  and 
excess  pulp  are  removed.  Hie  juice  may 
be  chilli  but  it  Is  not  froaen. 

(b)  The  name  of  the  food  is  “orange 
juice”.  The  name  “orange  juice”  may 
be  preceded  on  the  label  by  the  varietal 
name  of  the  oranges  used,  and  if  the 
oranges  grew  In  a  single  State,  the  name 
of  such  State  may  be  Included  in  the 
name,  as  for  example,  “California  Valen¬ 
cia  orange  juice”. 

8  146.137  Frozen  orange  juice. 

(a)  Froaen  orange  jxilce  Is  orange 
juioe  as  defined  In  1 146.135,  except  that 
it  is  froaen. 

(b>  The  name  of  the  food  Is  “R’om 
orange  Juice”.  Such  name  may  be  pre¬ 


ceded  on  the  labdl  by  the  varietal  name 
of  the  oranges  used,  and  if  the  oranges 
grew  in  alslngle  State,  the  name  of  such 
State  may  be  Included  In  the  name,  as 
for  example.  “California  Valencia  frocen 
orange  juice”. 

§  146.140  Pasteurized  orangt'  juice. 

(a)  Pasteurized  orange  juice  is  the 
food  prepared  from  unfermented  juice 
obtained  fnxn  mature  oranges  as  sped- 
fled  m  f  146.135,  to  which  may  be  added 
not  m<M*e  than  10  percent  by  volume  of 
the  unfermented  juice  obtained  from 
mature  oranges  of  the  species  Citrus 
reticulata  or  hybrids  thereof.  Seeds  (ex¬ 
cept  embryonic  seeds  and  small  frag¬ 
ments  of  seeds  that  cannot  be  separated 
by  good  manufacturing  practice)  are  re¬ 
moved.  and  pulp  and  orange  oil  may  be 
adjusted  in  accordance  with  good  manu¬ 
facturing  practice.  If  the  adjustment  in¬ 
volves  the  addition  of  pulp,  then  such 
pulp  shall  not  be  of  the  washed  or  npent 
type.  The  solids  may  be  adjusted  by  the 
addition  of  one  or  mOTO  of  the  optional 
concentrated  orange  juice  Ingredients 
specified  in  paragrac^  (b)  of  this  sec¬ 
tion.  One  or  more  of  the  (Rational  sweet¬ 
ening  ingredients  listed  In  paragraph 

(c)  of  this  section  may  be  added  In  a 
quantity  reasonably  necessary  to  raise 
the  Brlx  or  the  Brlx-acid  ratio  to  any 
point  within  the  normal  range  usually 
found  In  unfermented  juice  obtained 
from  matinre  oranges  as  specified  In 
i  146.135.  The  orange  jiilce  Is  so  treated 
by  beat  as  to  reduce  substantlaUy  the 
enqrmatlc  activity  and  the  number  of 
viable  microorganisms.  Either  before  or 
after  such  heat  treatment,  all  or  a  port 
of  the  product  may  be  frozen.  The  fln- 
idied  pasteurized  orange  juice  contains 
not  less  than  10.5  percent  by  weight  of 
orange  juice  soluble  solids,  exclusive  of 
the  soUds  of  any  added  c^tlonal  sweet¬ 
ening  ffigredients,  and  ttte  ratio  of  the 
Brlx  hydrometer  reading  to  the  giems 
of  anhydrous  citric  add  per  100  mlBl- 
Uters  of  juice  Is  not  less  than  10  to  L. 

(b)  The  optional  concentrated  orange 
juke  ingredients  referred  to  in  para¬ 
graph  (a)  of  this  section  are  frozen  eon- 
centrated  orange  juice  as  speeffied  In 
1  146.146  and  concentrated  orange  juke 
fexr  manufacturing  as  specified  In  1 146.- 
153  idien  made  from  mahire  oranges; 
but  the  quantity  of  such  concentrated 
orange  juice  ingredients  added  shaU  not 
contribute  more  than  (me-fourth  of  the 
total  orange  juke  solids  in  the  finkbed 
pasteurized  orange  juke. 

(e)  The  optional  sweetening  Ingre¬ 
dients  referred  to  in  paragrai^  (a)  of 
this  section  are  sugar.  Invert  sugar,  dex¬ 
trose.  dried  corn  sirup,  dried  glucose 
sirup. 

(d)  (1)  The  name  of  the  food  is  “Pas¬ 
teurized  (M-ange  juke”.  If  the  food  Is 
filled  Into  ctmtalners  and  preserved  by 
freezing,  the  labd  shall  bear  the  name 
“Froaen  pasteurized  orange  Juice”.  The 
words  “pasteurized”  or  “froaen  pasteur¬ 
ised”  shall  be  shown  on  labels  in  letters 
not  lev  than  one-half  the  height  of  the 
letters  in  the  wcurds  “orange  juke”. 

(2)  If  the  pasteurized  orange  juke  is 
filled  Into  eontalneri  and  refrigerated, 
the  label  shall  bear  the  name  of  the  food. 
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"chilled  pasteiirlzed  orange  juice”.  If  it 
does  not  purport  to  be  either  canned 
orange  juice  or  frozen  pasteurized  orange 
juice,  the  word  “chilled”  may  be  omitted 
frwn  the  name.  ITie  words  "pasteur¬ 
ized”  or  “chilled  pastemlzed”  shall  be 
shown  in  letters  not  less  than  one-half 
the  height  of  the  letters  in  the  words 
“orange  juice”. 

(e>  (1)  If  a  concentrated  orange  juice 
Ingredient  specified  in  paragraph  (b)  of 
this  section  is  used  in  adjusting  the 
orange  juice  solids  of  the  pasteurized 
orange  juice,  the  labd  shall  bear  the 
statement  “prepared  in  part  from  con¬ 
centrated  orange  juice”  or  “with  added 
concentrated  orange  juice”  or  “concen¬ 
trated  orange  juice  added”. 

(2)  If  one  or  more  of  the  sweetening 
Ingredients  specified  in  paragraph  (c)  of 
this  section  are  added  to  the  pasteurized 
orange  juice,  the  label  shall  bear  the 

statement  “ _ added”,  the  blank  being 

filled  in  with  the  name  or  an  appropriate 
combination  of  the  names  of  the  sweet¬ 
ening  Ingredients  used.  However,  for 
the  purpose  of  this  section,  the  name 
"sweetener”  may  be  used  in  lieu  of  the 
specific  name  or  names  of  the  sweeten¬ 
ing  ingredients. 

(f)  Wherever  the  name  of  the  food 
appears  on  the  label  so  conspicuously  as 
to  be  easily  seen  tmder  custcunary  con¬ 
ditions  of  purchase,  the  statements 
specified  in  this  section  for  naming  the 
optional  ingredients  used  shall  im¬ 
mediately  and  conspicuously  precede  or 
follow  the  name  of  the  food,  without  in¬ 
tervening  written,  printed,  or  graphic 
matter. 

§  146.141  Canned  orange  juiee. 

(a>  Canned  orange  juice  is  the  food 
prepared  from  orange  juice  as  specified 
In  §  146.135  or  frozen  orange  juice  as 
specified  in  S  146.137,  or  a  combination 
of  both,  to  whi(^  may  be  added  not  more 
than  10  percent  by  volume  of  the  imfer- 
mented  juice  obtained  from  mature 
manges  of  the  species  Citrus  reticulata 
or  hybrids  thereof.  Seeds  (except  em¬ 
bryonic  seeds  and  small  fragments  of 
seeds  that  cannot  be  separated  by  good 
manufacturing  practice)  are  removed. 
Orange  oil  and  pulp  may  be  adjusted  in 
accordance  with  good  manufacturing 
practice.  The  adjustment  of  pulp  re¬ 
ferred  to  in  this  paragraph  does  not  per¬ 
mit  the  addition  of  washed  or  spent  pulp. 
Liquid  condensate  recovered  from  the 
deoiling  operation  may  be  added  back. 
One  or  more  of  the  mitlonal  sweetening 
ingredients  named  In  paragraph  (b)  of 
this  section  may  be  added,  in  a  quantity 
reasonably  necessary  to  raise  the  Brix 
or  the  Brix-acld  ratio  to  any  point  within 
the  normal  range  usually  found  in  im- 
fermented  juice  obtained  from  mature 
oranges  as  specified  in  §  146.135.  The 
food  Is  sealed  in  containers  uid  so  proc¬ 
essed  by  heat,  either  before  or  after 
sealing,  as  to  invent  spoilage.  The 
finished  canned  mange  juice  tests  not 
less  tiian  10*  Kix,  and  the  ratio  of  the 
Brix  hydrometer  reading  to  the  grams 
of  anhydrous  citric  acid  pm  100  mllli- 
llters  of  juice  is  not  less  than  9  to  1. 

(b)  The  m}tional  sweetmiing  ingredl- 
Hits  referred  to  in  paragraph  (a)  of  this 


section  are  sugar.  Invert  sugar,  dextrose, 
dried  com  sirup,  dried  glucose  sirup. 

(c)  The  name  of  the  food  is  “Canned 
orange  juice”.  All  the  words  in  the 
name  shall  appear  in  the  same  size,  c<dor, 
and  style  of  type  and  on  the  same  color- 
contrasting  background.  If  the  food  is 
not  sold  under  refrigeration  and  if  it 
does  not  purport  to  be  chilled  pasteur¬ 
ized  orange  juice  or  frozen  pasteurized 
orange  juice,  the  word  “canned”  may  be 
omitted  from  the  name. 

(d)  If  one  or  more  of  the  sweetening 
Ingredients  specified  in  paragraph  (b) 
of  this  section  are  added  to  the  canned 
orange  juice,  the  label  shall  bear  the 

statement  - added”,  the  blank 

being  filled  in  with  the  name  or  an  ap¬ 
propriate  combination  of  the  names  of 
the  sweetening  ingredients  used.  How¬ 
ever,  for  the  purpose  of  this  section,  the 
name  “sweetener”  may  be  used  in  lieu 
of  the  specific  name  or  names  of  the 
sweetening  ingredients. 

(e)  Wherever  the  name  of  the  food 
appears  on  the  label  so  conspicuously  as 
to  be  easily  seen  under  custcHnary  con¬ 
ditions  of  purchase,  the  statement  spec¬ 
ified  in  this  section  for  naming  the  op¬ 
tional  ingredients  used  shall  immediately 
and  conspicuously  precede  or  follow  (he 
name  of  the  f(xxl,  without  intervening 
written,  printed,  or  graphic  matter. 

§  146.145  Orange  juice  from  cuneeii* 
trate. 

(a)  Orange  juice  fr(»n  concentrate  is 
the  food  prepared  by  mixing  water  with 
frozen  concentrated  orange  juice  as  de¬ 
fined  in  S  146.146  or  with  concentrated 
orange  juice  for  manufacturing  as  de¬ 
fined  in  §  146.153  (when  made  from 
matime  oranges) ,  or  both.  To  such  mix¬ 
ture  may  be  added  orange  juice  as  de¬ 
fined  in  S  146.135,  frozen  orange  juice  as 
defined  in  S  146.137,  pasteurized  orange 
juice  as  defined  in  §  146.140,  orange  juice 
for  manufacturing  as  defined  in  S  146.151 
(when  made  from  mature  oranges  and 
preserved  by  chilling  or  freezing  but  not 
by  canning) ,  orange  oil,  orange  pulp,  and 
one  or  more  of  the  sweetening  ingredi¬ 
ents  listed  in  paragraph  (b)  of  this  sec¬ 
tion.  The  finished  orange  juice  from  con¬ 
centrate  contains  not  less  than  11.8  per¬ 
cent  orange  juice  soluble  solids,  exclusive 
of  solids  of  any  added  optional  sweeten¬ 
ing  ingredients.  It  may  be  so  treated  by 
heat  as  to  reduce  substantially  the  en¬ 
zymatic  activity  and  the  number  of 
viable  microOTganlsms. 

(b)  The  sweetening  Ingredients  re¬ 
ferred  to  in  paragrai^  (a)  of  this  sectltm 
are  sugar,  sugar  sirup,  invert  sugar,  in¬ 
vert  sugar  sirup,  dextrose,  com  sirup, 
dried  com  simp,  glucose  sirup,  dried 
glucose  simp. 

(c)  The  name  of  the  food  is  “Orange 
juice  from  concentrate”.  The  words 
“from  concentrate”  shall  be  shown  in 
letters  not  less  than  one-half  the  height 
of  the  letters  in  the  words  “orange  juice”. 

(d)  When  orange  juice  from  concen¬ 

trate  cmitains  any  optional  sweetening 
Ingredimt  as  listed  in  paragn^  (b)  of 
this  section,  whether  added  directly  as 
such  or  indli^Uy  as  an  added  ingredient 
oi  any  orange  juice  produet  used,  the 
label  shall  bear  the  statmient  “ - 


added”,  the  blank  being  filled  in  with  the 
name  or  an  appropriate  combination  of 
the  names  of  the  sweetening  ingredients 
added.  However,  for  the  piuposes  of 
this  section  the  name  “sweetener”  may  be 
used  in  lieu  of  the  specific  name  or 
names  of  the  sweetening  Ingredients. 

(e)  Wherever  the  name  of  the  food 
appears  on  the  label  so  ccHispicuously 
as  to  be  easily  seen  imder  customary 
conditions  of  purchase,  the  statements 
specified  in  this  section  for  naming  the 
optional  ingredients  used  shall  immedi¬ 
ately  and  conspicuously  precede  or  follow 
the  name  of  the  food,  without  interven¬ 
ing  written,  printed,  or  graphic  matter. 

§  146.146  Frozen  ronrentrated  orange 
juiee. 

(a)  Frozen  concentrated  orange  juice 
is  the  food  prepared  by  removing  water 
from  the  juice  of  mat\u%  oranges  as  pro¬ 
vided  in  S  146.135,  to  which  juice  may  be 
added  unfermented  juice  obtained  fitmi 
mature  oranges  of  the  species  Citrus  re¬ 
ticulata,  or  hybrids  thereof,  or  of  Citrus 
aurantium,  or  both.  However,  in  the 
imconcentrated  blend  the  volume  of  juice 
from  Citrus  reticulata  ^all  not  exceed 
10  percent  and  frcmi  Citrus  aurantium 
shall  not  exceed  5  percent.  The  concen¬ 
trate  so  obtained  is  frozen.  In  its  prep¬ 
aration,  seeds  (except  embryonic  see^ 
and  small  fragments  of  seeds  that  cannot 
be  separated  by  good  manufacturing 
practice)  and  excess  pulp  are  removed, 
and  a  properly  prepaid  water  extract  of 
the  excess  pulp  so  removed  may  be  added. 
Orange  oil,  orange  pulp,  orange  essence 
(obtained  from  orange  juice),  orange 
juice  and  other  orange  juice  concen¬ 
trate  as  provided  in  this  section  or 
concentrated  orange  juice  for  manu¬ 
facturing  provided  in  S  146.153  (when 
made  from  mature  oranges) ,  water,  and 
one  or  more  of  the  optional  sweeten¬ 
ing  ingredients  specified  in  paragraph 
(b)  of  this  section  may  be  added  to 
adjust  the  final  composition.  The  juice 
of  Citrus  reticulata  smd  Citrus  auran¬ 
tium,  as  permitted  by  this  paragraph, 
may  be  added  in  single  strength  or 
concentrated  form  prior  to  concentra¬ 
tion  of  the  Citrus  sinensis  juice,  or  in 
concentrated  form  during  adjustment  of 
the  composition  of  the  finished  food. 
The  addition  of  concentrated  juice  frcHn 
Citrus  reticulata  or  Citrus  aurantium,  or 
both,  shall  not  exceed,  on  a  single¬ 
strength  basis,  the  10  percent  maximum 
for  Citrus  reticulata  and  the  5  percent 
maximum  for  Citrus  aurantium  pre¬ 
scribed  by  this  paragraph.  Any  of  the 
ingredients  of  the  finished  ccmcentrate 
may  have  been  so  treated  by  heat  as  to 
reduce  substantially  the  enzymatic  ac¬ 
tivity  and  the  number  of  viable  micro¬ 
organisms.  The  finished  food  is  of  such 
concentration  that  when  diluted  accord¬ 
ing  to  label  directions  the  diluted  article 
will  contain  not  less  than  11.8  percent  by 
weight  of  orange  juice  soluble  solids, 
exclusive  of  the  solids  (rf  any  added  op¬ 
tional  sweetoilng  Ingredients.  The  dilu¬ 
tion  ratio  shall  be  not  less  than  3  plus  1. 
For  the  purposes  of  this  section  and 
i  146.150,  the  term  “dilution  ratio”  means 
the  whole  number  of  v(dumes  of  water 
per  volume  of  frozen  c<mcentrate  re- 
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qulred  to  produce  orenge  Juice  from 
concentrate  having  orange  Juice  soluble 
solids  of  not  less  than  11^  perceat  by 
weight  exclusive  of  the  solids  of  any 
added  optlixial  sweetening  Ingredients. 

(b)  ITie  optional  sweetmlng  ingre¬ 
dients  referred  to  in  paragraph  (a) 
of  this  *8001100  are  sugar,  sugar  sirup, 
invert  sugar,  invert  sugar  sirup,  dextrose, 
com  sirup,  dried  com  sirup,  glucose 
sirup,  and  dried  glucose  sirup. 

(c)  If  one  or  more  of  the  sweetming 
Ingredients  specified  in  paragraph  (b) 
of  this  section  are  added  to  the  frozen 
concmtrated  orange  Juice,  the  label  shall 

bear  the  statement  “ _ added”, 

the  blank  being  filled  In  with  the  name 
or  an  appropriate  combination  of  names 
of  the  sweetening  ingredients  used. 
However,  for  the  purpose  oi  this  section, 
the  name  “sweetener”  may  be  used  In 
lieu  of  the  specific  name  or  names  of  the 
sweetening  ingredients. 

(d)  Ihe  name  of  the  food  concen¬ 
trated  to  a  dilution  ratio  of  3  pliis  1  Is 
“frozen  concentrated  orange  Juice”  or 
"frozen  orange  Juice  concentrate”.  The 
name  (rf  the  food  concentrated  to  a  dilu¬ 
tion  ratio  greater  than  3  plus  1  Is  “frozen 

concentrated  orange  Juice, _ plus 

1”  or  “frozen  orange  Juice  concentrate. 

_ plus  1”,  the  blank  being  filled 

In  with  the  whole  number  showing  the 
dilution  ratio;  for  example,  “frozen 
orange  Juice  concentrate,  4  plus  1”, 
However,  where  the  label  bears  direc¬ 
tions  for  making  l  tluart  of  orange  Juice 
from  concentrate  (or  multiples  of  'a 
quart),  the  blank  In  the  name  may  be 
filled  in  with  a  mixed  number;  for  ex¬ 
ample,  “frozen  orange  Juice  concentrate, 
4  Vs  plus  1”.  For  containers  larger  than 
1  pint,  the  dilutl(xi  ratio  In  the  name 
may  be  replaced  by  the  concentration 
of  orange  Juice  scrfuble  solids  in  degrees 
Brlx;  for  example,  a  62*  Biix  concen¬ 
trate  In  3 ^-gallon  cans  may  be  named 
on  the  label  “frozen  concentrated  orange 
Juice,  62*  Brlx". 

(e)  Wherever  the  name  of  the  food 
appears  on  the  label  so  conspicuously  as 
to  be  easfly  seen  imder  customary  con¬ 
ditions  of  purchase,  the  statements 
specified  In  this  section  for  naming  the 
optional  ingredients  used  shall  Immedi¬ 
ately  and  conspicuously  precede  or  fol¬ 
low  the  name  of  the  food,  without  inter¬ 
vening  written,  printed,  or  graphic 
matter. 

(f)  Nothing  In  this  section  Is  Intended 
to  interfere  with  the  adoption  and  en¬ 
forcement  by  any  State,  in  regulating 
the  production  of  frozen  ccmcentrated 
orange  Juice  In  such  State,  of  State 
standards,  consistent  with  this  section, 
but  which  impose  higher  or  more  restric¬ 
tive  requirements  than  those  set  forth 
In  this  section. 

§  146.150  CannM  ronrentrated  orange 
jnice. 

(a)  Canned  concentrated  orange  Jtilce 
complies  with  the  requirements  for 
composition,  definition  of  dilution  ratio, 
and  labeling  of  optional  Ingredients  pre¬ 
scribed  for  frozen  concentrated  orange 
Juice  by  1  146.146,  except  that  It  Is  not 
frozen  and  it  Is  seeled  In  containers  and 


so  processed  by  heat,  either  before  or 
after  sealing,  as  to  prevent  spoilage. 

(b>  The  name  of  the  food  when  con¬ 
centrated  to  a  dilution  ratio  of  3  plus  1  is 
“Canned  concentrated  orange  Juice”  or 
“Canned  orange  Juice  concentrate”. 
The  name  of  the  food  wh^  concentrated 
to  a  dilution  ratio  greater  than  3  plus  1 
Is  “Canned  concentrated  orange  Juice, 

_ plus  1”  or  “Canned  orange 

Juice  concentrate, _ plus  1”,  the 

blank  being  filled  In  with  the  whole 
number  showing  tiie  dilution  ratio;  for 
example,  “CTanned  orange  Juice  concen¬ 
trate.  4  plus  1”.  However,  where  the 
label  bears  directions  for  making  1  quart 
of  single-strength  diluted  product  (or 
multiples  of  a  quart)  the  blank  In  the 
name  may  be  filled  In  with  a  mixed  num¬ 
ber;  for  example.  “Canned  orange  Juice 
concentrate,  4^3  plus  1”.  For  containers 
larger  than  1  pint,  the  dilution  ratio  in 
the  name  may  be  replaced  by  the  con¬ 
centration  of  orange  Juice  soluble  solids 
In  degrees  Brlx;  for  example,  a  62*  Brlx 
concentrate  in  1 -gallon  cans  msky  be 
named  on  the  label  “canned  concen¬ 
trated  orange  Juice,  62*  Brlx”.  If  the  food 
does  not  purport  to  be  frooeen  c(Hicen- 
trated  orange  Juice,  the  word  “canned” 
may  be  omitted  frcxn  the  name. 

§  146.151  Orange  jnire  for  manufactur¬ 
ing. 

(a)  Orange  Juice  for  manufacturing 
is  the  food  prepared  for  further  manu¬ 
facturing  use.  It  is  prepared  from  un¬ 
fermented  Juice  obtain^  from  oranges 
as  provided  In  9  146.135,  except  that  the 
oranges  may  deviate  from  the  standards 
for  maturity  in  that  they  are  below  the 
minimum  for  Brix  and  Biix-acid  ratio 

.  for  such  oranges,  and  to  which  Juice  may 
be  added  not  more  than  10  percent  by 
volume  of  the  imfermented  Jtilce  ob¬ 
tained  from  oranges  of  the  species  Citrus 
reticulata  or  the  hybrids  thereof.  Seeds 
(except  embnronlc  seeds  and  small  frag¬ 
ments  of  seeds  that  cannot  be  separated 
by  good  manufacturing  practice)  are  re¬ 
moved.  and  pulp  and  orange  oil  may  be 
adjusted  In  accordance  with  good  man¬ 
ufacturing  practice.  If  pulp  Is  added  It 
shall  be  other  than  washed  or  spent 
pulp.  The  Juice  or  portions  thereof  may 
be  so  treated  ^  heat  as  to  reduce  sub¬ 
stantially  the  enzymatic  activity  and 
number  of  viable  microorganisms,  and 
it  may  be  chilled  or  frozen,  or  it  may  be 
so  treated  by  heat,  either  before  or  after 
sealing  in  containers,  as  to  prevent 
spoilage. 

(b)  The  name  of  the  food  is  “Orange 
Juice  for  manufacturing”. 

§  146.152  Orange  Joire  with  prcfterra- 
five. 

(a)  Orange  Juice  with  preservative  Is 
the  food  prepared  for  further  manufac¬ 
turing  use.  It  compiles  with  the  re¬ 
quirements  for  composition  of  orange 
Juice  for  manufacturing  as  provided  for 
in  9 146.151,  except  that  a  preservative  is 
added  to  inhibit  spoilage.  It  may  be 
heat-treated  to  reduce  substantially  the 
enzymatic  activity  and  the  number 
viable  microorganisms. 


(b>  The  preservatives  referred  to  In 
paragraph  (a)  of  this  section  are  sodium 
benzoate  and  sorbic  acid.  Sodium  benzo¬ 
ate  or  sorbic  acid  may  be  used  In  an 
amount  not  exceeding  Oil  percent  by 
weight. 

(e>  The  name  of  the  food  is  “Orange 
Juice  with  preservative”. 

(d>  The  label  shall  bear  the  statement 

“ _ added  as  a  preservative”, 

the  first  blank  being  filled  in  with  the 
percent  by  weight  of  the  preservative 
used  and  the  sectmd  blank  by  the  name 
“sorbic  acid”  or  “sodium  b^izoate”  (or 
"benzoate  of  soda”) ,  sts  aivrc^riate. 

<e)  Wherever  the  name  of  the  food 
appears  on  the  labd  so  c<Mispicuously  as 
to  be  easily  seen  imder  customary  condi¬ 
tions  of  purchase,  the  statement  speci¬ 
fied  in  paragraph  (d)  of  this  section  for 
naming  the  preservative  ingredient  used 
shall  immediately  and  ctxisplcuously 
precede  or  follow  the  name  of  the  food, 
without  intervening  written,  printed,  or 
gnqMc  niatter. 

§  146.153  C!oiicentr«ted  oraiige  juiee  for 
manufacturing. 

(a)  Concentrated  orange  Juice  for 
manufacturing  is  the  food  that  complies 
with  the  requirem«its  for  compxjsltlon 
and  labeling  of  optional  Ingredients  i»e- 
sciibed  tor  frozen  concentrated  orange 
Juice  by  9  146.146,  except  that  It  is  elUier 
not  frozen,  or  It  is  less  concentrated,  or' 
both,  and  the  oranges  from  which  the 
Juice  is  obtained  may  deviate  frenn  the 
standards  for  maturity  In  that  they  are 
below  the  minima  for  Brlx  and  Biix- 
acld  ratio  tor  such  oranges:  Provided, 
however.  That  the  concentration  of 
CH-ange  Juice  siduble  solids  is  not  less 
than  20*  Brlx. 

(b)  The  name  of  the  food  is  “Concen¬ 
trated  orange  Juice  for  manufacturing, 

_ ”  or  “ _ orange  Juice 

concentrate  for  manufacturing",  the 
blank  being  filled  In  with  the  figure 
showing  the  concentration  orange 
Juice  soluble  solids  In  degrees  Brix. 

S  146.154  Concentrated  orange  juice 
with  preservative. 

(a)  Concentrated  orange  Juice  with 
preservative  complies  with  the  require¬ 
ments  for  composition  and  labeling  of 
op>tlonal  ingredients  prescribed  for  con¬ 
centrated  orange  Juice  for  manufactur¬ 
ing  by  9  146.153,  excn>t  that  a  preserva¬ 
tive  Is  added  to  inhibit  spoilage. 

(b)  The  pueservatlves  refored  to  In 
iMtragrapdi  (a)  ot  this  section  are  sodium 
benzoate  and  sorbic  add.  Sodium  ben¬ 
zoate  or  sorbic  acid  may  be  used  In  an 
amount  not  exceeding  0.2  percent,  by 
weight. 

(c)  The  name  of  the  food  is  “Cixicen- 
trated  orange  Juice  with  preservative, 

_ ",  the  blank  bdng  filled  in 

with  the  figure  showing  the  ccmcentra- 
tlon  of  mange  Juice  soluble  soUds  in 
degrees  Brlx. 

(d)  The  label  shall  bear  the  state¬ 
ment  “ _ added  as  a  preserva¬ 

tive”,  the  first  blank  being  filled  in  arith 
the  percent  by  weight  of  the  preserva¬ 
tive  used  and  the  second  blank  by  the 
name  “sorbic  add”  or  “sodium  benaoate" 
(or  "benzoate  of  soda"),  as  approprlaite. 
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(e>  Wherever  the  name  of  the  food 
appears  on  the  label  so  conspicuously  as 
to  be  easily  seen  under  custwnary  condi¬ 
tions  of  purchase,  the  statement  specified 
in  paragraph  (d)  of  this  seetimi  for 
naming  the  preservative  Ingredimt  used 
shall  immediately  and  conspicuously 
precede  or  follow  the  name  of  the  food, 
without  intervening  written,  printed,  or 
grai^ic  matter. 

§  146.155  Orange  juice  drink. 

(a)  Orange  Juice  drink  is  the  beverage 
prepared  by  adding  water  to  one  or  more 
of  the  imfermented  orange  Juice  ingredi¬ 
ents  which  are  specified  in  paragit^h  (b) 
of  this  section  and  which  are  u^  in 
quantities  as  indicated  by  paragraph 
(d)  (2)  of  this  section.  One  or  more  of 
the  safe  and  suitable  ingredients  speci¬ 
fied  in  paragraph  (c)  of  this  section  may 
be  add^  to  the  beverage.  Vitamin  C  shaU 
be  added  in  a  quantity  which  will  ensure 
that  the  total  vitamin  C  in  each  6  fiuid 
ounces  of  the  finished  beverage  amoimts 
to  60  milUgrams.  Orange  Juice  drink  may 
be  preserved  by  freezing;  by  refrigerat¬ 
ing;  by  heating  to  reduce  substantially 
'iie  enzymatic  activity  and  the  number 
of  viable  microorganisms;  by  sealing  in 
containers  and,  either  before  or  after 
sealing,  heating  to  prevent  spoilage;  or 
by  adding  a  pres«*vative.  For  the  pur¬ 
poses  of  this  section  orange  Juice  drink 
contains  less  than  70  percent  but  not  less 
than  35  percent  equivalent  single 
strength  orange  Juice  calculated  as  pre¬ 
scribed  by  paragraph  (d)  (2)  of  this  sec¬ 
tion.  This  requirement  is  considered  to 
have  been  met  if  the  content  of  orange 
Juice  soluble  solids  (exclusive  of  soluble 
solids  other  than  orange  Juice  soluble 
solids),  amounts  to  less  than  8.26  per¬ 
cent  but  not  less  than  4.13  percent  by 
weight  of  the  finished  beverage.  The 
weight  of  the  total  solids  is  not  less  than 
12  percent  of  the  weight  of  the  finished 
beverage. 

(b)  The  classes  of  unfermented  orange 
Jiiice  ingredients  referred  to  in  para¬ 
graph  (a)  of  this  section  are: 

(1)  Orange  Juice  products  defined  in 

S9  146.135,  146.137,  146.140,  146.141, 

146.145,  146.146,  146.150,  146.151,  146.152, 
146.153,  and  146.154  subject  to  the  re¬ 
striction  that  those  d^ned  in  §{  146.152 
and  146.154  are  used  cmly  in  preparing 
orange  Juice  drink  which  contains  an 
added  preservative  as  provided  for  in 
paragraph  (a)  of  this  section  and  that 
orange  Juice  products  so  processed  by 
heat  as  to  prev^t  spoilage  are  used  only 
in  the  canned  form  of  the  orange  Juice 
drink. 

(2)  Dehydrated  orange  Juice  made 
from  oranges  of  the  species  Citrus 
sinensis. 

(3)  Water-extracted  soluble  orange 
solids  as  defined  in  S  146.168. 

(4)  Dehydrated  water-extracted  solu¬ 
ble  orange  solids  as  defined  In  i  146.169. 

(5)  Comminuted  oranges  as  defined  In 
{  146.170. 

(6)  Dehydrated  comminuted  oranges 
as  defined  in  i  146.171. 

(7)  Extract  of  comminuted  ranges 
as  defined  In  i  146.172. 

(8)  Dehsrdrated  extract  of  commi¬ 
nuted  oranges  as  defined  In  i  146.175. 

(9)  Pulpy  orange  Juice  tor  manufac¬ 


turing  or  Juicy  orange  pulp  tor  manu¬ 
facturing  as  defined  in  1 146.176. 

(10)  D^iydrated  pulpy  orange  Juice 
for  manufacturing  or  ddiydrated  Juicy 
orange  pulp  for  manufacturing  as  de¬ 
fined  in  S  146.177. 

(11)  Orange  Juice  ingredients  which 
conform  to  the  compositicmal  require¬ 
ments  of  any  one  of  the  classes  of  (umige 
juice  ingredients  described  in  paragraph 

(c)  (1)  through  (10)  of  this  section,  ex¬ 
cept  that  the  oranges  from  which  they 
are  made  are  oranges  of  the  species 
Citrus  reticulata.  Citrus  aurantum,  hy¬ 
brids  thereof,  or  hybrids  of  the  species 
Citrus  sinensis. 

(c)  The  safe  and  suitable  ingredients 
provided  for  in  paragraph  (a)  of  this 
section  that  may  be  added  to  orange 
Juice  drink  are  one  or  more  of  the 
following: 

(I)  Nutritive  sweeteners. 

(2>  Organic  acids. 

(3)  Thickeners. 

<4>  Stabilizers. 

(5>  Clouding  agents. 

<6)  Emulsifiers. 

<?•  Buffers. 

( 8  >  Orange  pulp. 

(9>  Orange  peel. 

(10)  Natural  and  artificial  flavors. 

(II)  Natmal  and  artificial  colors. 

(12>  Preservatives. 

For  the  purposes  of  this  paragraph,  an 
ingredient  may  be  used  in  orange  Juice 
drink  in  such  proportion  as  reasonably 
necessary'  to  accomplish  its  intended  ef¬ 
fect.  The  ingredients  of  this  paragraph 
are  considered  safe  if  they  are  not  food 
additives  or  color  additives  within  the 
meaning  of  section  201  (s)  or  (t)  of  the 
Federal  Food,  Drug,  and  Cosmetic  Act 
or  if  they  are  food  additives  or  color  addi¬ 
tives  as  so  defined  and  are  used  in  con¬ 
formity  with  regulations  established 
pursuant  to  section  409  or  706  of  the  act. 

(d)  ( 1 )  The  name  of  the  beverage  con¬ 
sists  of  the  following  two  phrases  which 
shall  appear  together: 

(i>  The  words  “Orange  juice  drink” 
which  shall  be  printed  on  a  single  line 
and  shall  all  be  in  type  of  the  same  size 
and  style. 

(11)  The  words  “Containing _ per¬ 

cent  orange  Juice”  which  shall  have  the 
blank  filled  in  with  the  number  35  or  a 
number  which  is  a  multiple  of  5  higher 
than  35  but  not  higher  than  65  or  greater 
than  the  percentage  of  equivalent  single 
strength  orange  Juice  in  the  finished 
beverage.  The  word  “Containing”  may 
be  on  the  line  below  “orange  Juice  drink”. 

The  words  “ _ percent  orange  Juice” 

sh^l  ail  be  on  the  line  below  “Contain¬ 
ing”  and  shall  be  in  bold  condensed  caps 
in  letters  all  of  the  same  size,  the  height 
of  which  is  not  less  than : 

(a)  12-polnt  type  if  the  container  in 
which  it  is  sold  contains  less  than  16 
ounces  of  the  finished  beverage  and  14- 
point  type  if  the  container  in  which  it  is 
sold  contains  16  oimces  or  more  of  the 
finished  beverage;  or 

(b)  One-half  the  height  of  the 
largest  letters  in  which  the  word  “Juice” 
or  “orange”  appean  anywhere  on  the 
labeling  either  dtrecUy  or  indirectly,  such 
as  by  appearing  as  another  form  or 
derivative  thereof  or  Iqr  the  word 


“Juice”  or  “orange”  or  any  fmm  or  deriv¬ 
ative  thereof  appearing  as  a  part  of  a 
compoimd  or  fanciful  wmd  or  name,  or 
otherwise;  whichever  is  the  larger.  All 
of  the  words  in  the  name  shall  be  in  the 
same  color  type  and  on  the  same  color 
contrasting  background.  If  the  beverage 
is  preserved  by  freezing,  the  name  shall 
be  preceded  by  the  word  “frozen”.  If 
refrigeration  is  required  to  preserve  the 
beverage  the  words  “Keep  refrigerated” 
shall  appear  on  the  principal  display 
panel. 

(2)  The  percentage  of  orange  Juice  in 
the  finished  beverage  is  determined  by 
adding  the  weight  of  orange  Juice  solu¬ 
ble  solids  (exclusive  of  the  weight  of 
soluble  soUds  other  than  orange  Juice 
soluble  solids)  contributed  to  the  finished 
beverage  by  each  of  the  added  orange 
Juice  ingredients  and  dividing  the  smn  of 
those  weights  by  the  product  obtained  by 
multiplying  11.8  percent  by  the  total 
weight  of  the  finished  beverage.  For  the 
purpose  of  calculating  the  percentage  of 
orange  Juice  that  shall  be  declared  on  the 
label,  if  the  sum  of  the  weights  of  the 
orange  Juice  soluble  solids  ccmtributed 
to  the  Wished  beverage  by  the  orange 
Juice  ingredients  described  in  paragrraph 
(b)  (3)  through  (11)  of  this  section  ex¬ 
ceeds  1.18  percent  of  the  weight  of  the 
finished  beverage,  then  only  so  much  of 
the  sum  of  those  weights  as  equals  1.18 
percent  of  the  weight  of  the  finished 
beverage  shall  be  counted  as  orange  Juice. 
The  remaining  orange  Juice  soluble 
solids  declared  on  the  label  must  be  con¬ 
tributed  by  one  or  more  of  the  orange 
Juice  ingredients  described  in  paragraph 
(b)  (1)  or  (2)  of  this  section. 

(e)  The  common  name  of  each  of  the 
ingredients  used  shall  be  declared  on 
the  label  as  required  by  the  applicable 
sections  of  Part  101  of  this  chapter,  and 
the  vitamin  C  shall  be  declared  as  such 
in  conformity  with  the  requirements 
prescribed  in  the  regulations  established 
pursuant  to  section  403  (J)  of  the  act 
except  that: 

(1)  If  an  orange  Juice  product  or  prod¬ 
ucts  provided  for  in  paragraph  (b)  (1) 
and  (2)  of  this  section  is  used,  the  words 
“orange  Juice”  may  be  used  in  lieu  of 
the  common  or  usual  name  of  the  orange 
Juice  product  provided  for  by  the  applica¬ 
ble  section. 

(2)  If  an  orange  juice  ingredient  or 
ingredients  provided  for  in  paragraph 
(b)  (3)  through  (11)  is  used,  the  words 
“orange  component”  may  be  used  in  Ueu 
of  the  common  or  usual  name  of  the 
orange  juice  ingredient  provided  for  by 
the  applicable  section. 

(3)  If  sugar  (sucrose)  or  invert  sugar 
is  used  the  term  “sweetener”  may  be 
used,  and  if  the  sweetener  is  derived  from 
com  the  term  “corn  sweetener”  may  be 
used. 

Further,  the  declaraticm  of  the  ingredi¬ 
ents  on  the  label  as  set  out  in  this  para¬ 
graph  shall  appear  in  letters  not  less 
than  one-half  of  that  required  -by  9  101.- 
105  of  this  chapter  for  the  declaration  of 
net  quantity  of  contents. 

Note. — f  146.165  (f<Htnerly  i  37.158)  wm 
atayed  In  Its  entlrsty  at  38  FR  6969,  !dar.  14. 
1978. 
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§  146.156  Concrntratf  for  orange  juice 
drink. 

CcHicentrate  for  orange  juice  drink  Is 
the  beverage  concentrate  which,  when 
diluted  according  to  label  directlrais,  c<xi- 
forms  to  all  of  the  requiremaits  for  com¬ 
position  and  labeling  prescribed  by 
S  146.155  for  orange  Juice  drink  except 
that: 

fa)  The  name  of  the  concentrated 
beverage  base  ccMisists  of  the  fc^owing 
two  phrases  which  shall  appear  together: 

(1)  The  words  “C<Micentrate  for” 
which  shall  be  on  a  single  line  immedi¬ 
ately  above  the  words  “Orange  Juice 
drink”. 

(2)  The  words  “Containing _ per¬ 

cent  orange  Juice”  which  shall  have  the 
blank  filled  in  with  the  niunber  35  or  a 
number  which  is  a  multiple  of  5  higher 
than  35  but  not  higher  than  65  or  greater 
than  the  percentage  of  equivalent  single 
strength  m-ange  Juice  in  the  beverage 
made  by  diluting  the  beverage  c<xicen- 
trate  as  directed  on  the  label. 

(b)  The  dilution  ratio  oi  the  bever^e 
shall  be  not  less  than  3  plus  1.  Foe  the 
purpose  of  this  section  the  “dilution 
ratio"  is  the  whole  number  of  volumes  of 
water  per  volume  of  ocmcentrate  for 
orange  Juice  drink  required  to  produce 
orange  Juice  drink  conforming  to  the  re- 
qulranents  for  composition  prescribed  by 
S  146.155. 

Note. — {  146.156  (formerly  {  27.159)  was 
stayed  In  its  entirety  at  38  FR  6969,  Mar.  14, 
1973. 

§  146.158  Powdered  orange  juice  drink. 

Powdered  orange  Juice  drink  is  the 
dehydrated  beverage  base  which,  when 
reconstituted  according  to  label  direc¬ 
tions,  conforms  to  all  of  the  requirements 
for  composition  and  labeling  as  pre¬ 
scribed  by  §  146.155  for  orange  Juice 
drink  except  that: 

(a)  The  name  of  the  beverage  base 
consists  of  the  following  two  phrases 
which  shall  appear  together: 

(1)  The  word  “Powdered”  or  any  ap¬ 
propriate  descriptive  word  used  in  lieu 
of  the  word  “Powdered”  which  shall  be 
on  a  line  immediately  above  the  words 
“Orange  Juice  drink”. 

(2)  The  words  “Containing _ per¬ 

cent  orange  Juice"  which  shall  h8ve  the 
blank  filled  in  with  the  number  35  or  a 
niunber  which  is  a  multiple  of  5  higher 
ttian  35  but  not  higher  than  65  or  greater 
than  the  percentage  of  equivalent  single 
strength  orange  Juice  hi  the  beverage 
made  by  reconstituting  the  powdered 
base  as  directed  on  the  label. 

(b)  Safe  and  suitable  anticaking 
agents,  foaming  agents,  browning  in¬ 
hibitors.  and  drying  agents  may  be 
added. 

Note. — {  146.158  (formerly  |  27.160)  was 
stayed  In  Its  entirety  at  38  FR  6969,  Mar.  14, 
1973. 

§  146.159  Orange  juice  drink  blend. 

Orange  Juice  drink  blend  is  the  bev¬ 
erage  that  conforms  to  all  of  the  require¬ 
ments  for  composition  and  labeling  pre¬ 
scribed  by  i  146.155  for  orange  Juice 
drink,  except  that: 


(a)  It  is  prepared  by  adding  water  to 
a  blend  oi  the  orange  Juice  ingredients 
set  forth  in  f  146.155(b)  and  derived 
from  fruit  grown  in  two  or  more  geo¬ 
graphic  prange  producing  regions  with  a 
minimum  of  20  percent  of  the  orange 
Juice  soluble  solids  derived  from  fruit 
grown  in  any  one  producing  region. 
Orange  Juice  soluble  solids  derived  from 
the  orange  Juice  ingredients  set  forth  in 
8  146.155(b)  (3)  to  (11)  are  not  counted 
toward  the  above  requirement  for  the 
minimum  of  20  percent  of  the  orange 
Juice  soluble  solids  to  be  derived  from 
fruit  grown  in  any  one  producing  re¬ 
gion  but  may  be  added  in  quantities  as 
indicated  in  8  146.155(d)  (2). 

(b)  It  contains  less  than  95  percent 
but  not  less  than  70  percoit  equivalent 
single  strength  orange  Juice  calculated 
as  Indicated  in  8  146.155(d)  (2).  This  re¬ 
quirement  is  considered  to  have  been 
met  if  the  content  of  orange  Juice  solu¬ 
ble  solids  (exclusive  of  soluble  solids 
other  than  orange  Juice  soluble  solids) 
amounts  to  less  than  11.2  percent  but 
not  less  than  8.26  percent  by  weight  of 
the  finished  beverage. 

(c)  Thickeners,  stabilizers,  clouding 
agents,  emulsifiers,  and  buffers  may  not 
be  adcied  to  orange  Juice  drink  blend. 

(d)  The  name  of  the  beverage  con¬ 
sists  of  the  following  two  phrases  which 
Shan  appear  together: 

(1)  The  words  “Orange  Juice  drink 
bloid"  which  shaU  be  printed  on  a  single 
line. 

(2)  The  words  “Containing _ per¬ 

cent  orange  Juice”  which  shaU  have  the 
blank  fiUed  in  with  the  number  70  or  a 
number  which  is  a  multiple  of  5  higher 
than  70  but  not  higher  than  95  or  greater 
than  the  percentage  of  equivalent  single 
strength  orange  Juice  in  the  beverage. 

Note. — §  146.159  (formerly  |  27.161)  was 
stayed  In  Its  entirety  at  38  FR  6969.  Mar.  14. 
1973. 

§  146.160  Pondered  orange  juice  drink 
blend. 

Powdered  orange  Juice  drink  blend  is 
the  dehydrated  beverage  base  which, 
when  reconstituted  according  to  label 
directions,  conforms  to  all  of  the  re¬ 
quirements  for  composition  and  labeling 
prescribed  by  8  146.159  for  orange  Juice 
drink  blend  except  that: 

(a)  The  name  of  the  beverage  base 
consists  of  the  following  two  phrases 
which  shall  appear  together: 

(1)  The  word  “Powdered”  or  any  ap¬ 
propriate  descriptive  word  used  in  lieu 
of  the  word  “Powdered”  which  shall  be 
on  a  line  immediately  above  the  words 
“Orange  juice  drink  blend". 

(2)  The  words  “Containing _ per¬ 

cent  orange  Juice”  which  shall  have  the 
blank  filled  in  with  the  number  70  or  a 
number  which  Is  a  multiple  5  higher 
than  70  but  not  higher  than  95  or  greater 
than  the  percentage  of  equivalent  sin^e 
strength  orange  Juice  contained  in  a 
beverage  made  by  reconstituting  the 
powdered  base  as  directed  on  the  label. 

(b)  Safe  and  suitable  'anticaking 
agents,  foaming  agmts.  browning  In¬ 
hibitors.  and  drying  agents  may  be 
added. 


NOTK. — I  146.160  (formerly  i  27.162)  was 
stayed  In  iU  entirety  at  38  FR  6969,  Mar.  14. 
1973. 

§  146.161  Orange  drink. 

Orange  drink  is  the  beverage  that  con¬ 
forms  to  all  of  the  requirements  for  com- 
posltlcm  and  labeling  prescribed  by 
8  146.155  for  orange  Juice  drink  except 
that: 

(a)  It  contains  less  than  35  i^rcent 
but  not  less  than  10  percent  equivalent 
single  strength  orange  Juice  calculated 
as  set  forth  in  8  146.155(d)  (2).  This  re¬ 
quirement  is  considered  to  have  been 
met  if  the  content  of  orange  Juice  soluble 
soUds  (exclusive  of  soluble  solids  other 
than  (Htuige  Juice  soluble  solids)  amounts 
to  less  than  4.13  percent  but  not  less  than 
1.18  percent  by  weight  of  the  finished 
beverage. 

(b)  The  minimum  orange  Juice  solu¬ 
ble  solids  requirement  of  1.18  percent  for 
orange  drink  may  be  contributed  solely 
by  (me  or  more  of  the  orange  Juice  in¬ 
gredients  described  in  8  146.155(b)  (3) 
through  (11).  Ihe  remaining  orange 
Juice  soluble  solids  declared  (m  the  label, 
if  more  than  10  percent  Is  declared,  must 
be  contributed  by  one  or  more  of  the 
orange  Juice  Ingredients  described  in 
8  146.155(b)  (1)  and  (2). 

(c)  The  weight  of  the  total  soluble 
solids  is  not  less  than  10  percent  by 
weight  of  the  finished  beverage. 

(d)  The  name  of  the  beverage  con¬ 
sists  of  the  following  two  phrases  which 
shall  appear  together: 

(1)  The  words  “Orange  drink”  which 
shall  be  printed  on  a  single  line. 

(2)  The  words  “Containing _ per¬ 

cent  orange  Juice"  which  shall  have  the 
blank  filled  in  with  the  number  10  or  a 
number  which  is  a  multiple  of  5  higher 
than  10  but  not  higher  than  30  (m*  greater 
than  the  percentage  of  equivalent  single 
strength  orange  Juice  contained  in  the 
finished  beverage. 

Note. — {  146.161  (formerly  $  27.163)  was 
stayed  In  Its  entirety  at  38  FR  6969,  Mar.  14, 
1973. 

§  146.163  Conrrntrale  for  orange  drink. 

Concentrate  for  orange  drink  is  the 
beverage  concentrate  which,  when  di¬ 
luted  according  to  label  directions,  con¬ 
forms  to  all  of  the  requirements  for  com- 
posititm  and  labeling  prescribed  by 
8  146.161  for  orange  drink  except  that: 

(a)  The  name  of  the  concentrated 
beverage  base  consists  of  the  following 
two  phrases  which  shall  appear  together: 

(1)  The  words  “Concentrate  ftw” 
which  shall  be  on  a  single  line  immedi¬ 
ately  above  the  words  “Orange  drink". 

(2)  The  words  “Containing _ per¬ 

cent  orange  Juice”  which  shall  have  the 
blank  filled  in  with  the  number  10  or  a 
number  which  is  a  multiple  ctf  5  higher 
than  10  but  not  higher  than  30  or  greater 
than  the  percentage  of  equivaloit  single 
strength  orange  Juice  in  the  beverage 
made  by  diluting  the  beverage  concen¬ 
trate  as  directed  on  the  label. 

(b)  The  dilution  ratio  of  the  beverage 
shall  be  not  less  than  3  idus  1.  For  the 
purposes  of  this  sectl(»,  the  “dllutloo 
ratio”  is  the  wh(de  number  of  volumes 
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of  water  per  volume  of  concentrate  for 
orange  drink  required  to  produce  orange 
drink  conforming  to  the  requirements 
for  composition  prescribed  by  S  146.161. 

Note.— 5  146.168  (formerly  f  27.164)  waa 
staved  in  its  entirety  at  38  FR  6969,  Mar.  14. 

1973. 

§146.161  Powdered  orange  drink. 

Powdered  orange  drink  is  the  dehy¬ 
drated  beverage  base  w’hlch,  when  re¬ 
constituted  according  to  label  directions, 
conforms  to  ail  of  the  requir«nents  for 
composition  and  labeling  prescribed  by 
§  146.161  for  orange  drink  except  that: 

(a)  The  name  of  the  beverage  base 
ctmsists  of  the  following  two  phrases 
which  shall  appear  together: 

(1)  The  wOTd  “Powdered”  or  any  ap¬ 
propriate  descriptive  word  used  in  lieu  of 
the  w'ord  “Powdered”  which  shall  be  on 
a  line  immediately  above  the  words 
“Orange  drink”. 

(2)  The  words  “Containing - per¬ 

cent  orange  Juice”  which  shall  have  the 
blank  filled  in  with  the  number  10  or  a 
number  which  is  a  multiple  of  5  higher 
than  10  but  not  higher  than  30  or  greater 
than  the  percentage  of  equivalent  single 
strength  orange  juice  in  a  beverage 
made  by  reconstituting  the  powdered 
base  as  directed  on  the  label. 

(b)  Safe  and  suitable  anticaking 
agents,  foaming  agents,  browning  in¬ 
hibitors,  and  drying  agents  may  be 
added. 

Note. — S  146.164  (formerly  {  27.165)  was 
staved  in  Its  entirety  at  38  FR  6969,  Mar.  14, 
1973. 

§  146.165  Orange  flavored  drink. 

Orange  flavored  drink  is  the  beverage 
tliat  conforms  to  all  of  the  requirements 
for  composition  and  labeling  prescribed 
by  S  146.155  for  orange  juice  drink  ex¬ 
cept  that: 

(a)  It  contains  less  than  10  percent 
but  more  than  0  percent  equivalent 
single  strength  orange  juice  calculated 
as  set  forth  in  S  146.155(d)  (2)  of  this 
Chester.  This  requirement  is  considered 
to  have  been  met  if  the  content  of  orange 
juice  soluble  solids  (exclusive  of  soluble 
solids  other  than  orange  juice  soluble 
solids)  amoimts  to  less  than  1.18  percent 
but  more  than  0  percent  by  weight  of 
the  finished  beverage. 

(b)  The  orange  juice  soluble  solids 
requirements  for  orange  fiav<»ed  drink 
may  be  contributed  solely  by  one  or  more 
(tf  tile  orange  juice  ingredi^ts  described 
in  §  146.155(b)  (1)  through  (11). 

(c)  The  weight  of  the  total  soluble 
s(dids  is  not  less  than  10  percent  by 
weight  of  the  finished  beverage. 

(d)  The  name  of  the  beverage  con¬ 
sists  of  the  following  two  idirases  which  • 
shaU  appear  together: 

(1)  The  words  “Orange  fiavored 
drink”  which  shall  be  printed  on  a  single 
line. 

(2)  The  words  “Containing _ per¬ 

cent  orange  juice”  which  shall  have  the 
blank  filled  In  with  the  words  “less  than 
2”  If  the  beverage  r.nnfaiTvi  less  than  2 
percent  but  more  than  0  percent  orange 
juice  or  with  the  number  2  or  a  number 
which  is  a  multiifie  of  2  higher  than  2 
but  not  higher  than  8  or  greater  than  the 


percentage  of  equivalent  single  strength 
orange  juice  contained  in,  the  finished 
beverage. 

Note. — 5  146.165  (formerly  f  27.166)  was 
stayed  In  Its  entirety  at  36  FR  6969,  Mar.  14, 
1973. 

§  146.166  Cooccnlrate  for  orange  fla¬ 
vored  drink. 

Concentrate  for  orange  flavored  drink 
is  the  beverage  concentrate  which,  when 
diluted  according  to  label  directions,  con¬ 
forms  to  all  of  the  requirements  for 
composition  and  labeling  prescribed  by 
§  146.165  for  orange  flavored  drink  ex¬ 
cept  that: 

(a)  The  name  of  the  concentrated 
beverage  base  consists  of  the  following 
two  phrases  which  shall  appear  together: 

( 1 )  The  words  “Concentrate  for” 
which  shall  be  on  a  single  line  immedi¬ 
ately  above  the  words  “Orange  flavored 
drink”. 

(2)  The  words  “Containing _ per¬ 

cent  orange  Juice”  which  shall  have  the 
blank  filled  in  with  the  words  “less  than 
2”  or  with  the  number  2  or  a  niunber 
which  is  a  multiple  of  2  higher  than  2 
but  not  higher  than  8  or  greater  than 
the  percentage  of  equivalent  single 
strength  orange  juice  in  a  beverage  made 
by  diluting  the  beverage  concentrate  as 
directed  on  the  label. 

(b)  The  dilution  ratio  of  the  beverage 
shall  not  be  less  than  3  plus  1.  For  the 
purpose  of  this  section  the  “dilution 
ratio”  is  the  whole  number  of  volumes  of 
water  per  volume  of  concentrate  for 
orange  fiavored  drink  required  to  pro¬ 
duce  orange  flavored  drink  conforming 
to  the  requirements  for  composition 
prescribed  by  S  146.165. 

Note. — !  146.166  (formerly  f  27.167)  was 
stayed  In  its  entirety  at  38  FR  6969,  Mar.  14, 
1973. 

§  146.167  Powdered  orange  flu\ored 
drink. 

Powdered  orange  flavored  drink  is  the 
dehydrated  beverage  base  which  when 
reconstituted  according  to  label  direc¬ 
tions  conforms  to  all  of  the  requiremmts 
for  composition  and  labeling  as  pre¬ 
scribed  by  5  146.165  for  orange  flavored 
drink  except  that: 

(a)  The  name  of  the  beverage  base 
consists  of  the  following  two  phrases 
which  shall  appear  together: 

(1)  The  word“Powdered”  or  any  ap¬ 
propriate  descriptive  word  used  in  lieu  of 
the  word  “Powdered”  which  shall  be  on  a 
line  immediately  edsove  the  words 
“Orange  fiavored  drink”. 

(2)  TTie  words  “Containing _ per¬ 

cent  orange  Juice”  which  shall  have  the 
blank  filled  in  with  the  words  “less  than 
2”  or  with  the  number  2  or  a  number 
which  is  a  multiple  of  2  higher  than  2 
but  not  higher  than  8  or  greater  than  the 
percentage  of  equivalent  single  strength 
orange  juice  in  a  beverage  made  by  re¬ 
constituting  the  powdered  base  as  di¬ 
rected  on  the  label. 

(b)  Safe  and  suitable  anticaking 
agents,  foaming  agents,  browning  inhib¬ 
itors,  and  drying  agents  may  be  added. 

Note:  1 146.167  (formerly  1 27.168)  WM 
stayed  In  Its  entirety  at  88  PR  6969,  Mar.  14, 
1973. 


§  1 16.168  WHtrr-extracted  soluble  or¬ 
ange  solids. 

(a)  Water-extracted  soluble  orange 
solids  is  the  food  prepared  for  further 
manufacturing  use  from  the  unfer¬ 
mented  excess  pulp  removed  during  the 
production  of  one  or  more  of  the  orange 
juice  products  provided  for  in  Si  146.135. 
146.137,  146.140,  146.141,  146.145,  146.146, 
146.150,  146.151,  146.152,  146.153,  and 
146.154.  The  orange  juice  adhering  to  the 
excess  pulp  is  extracted  from  the  excess 
pulp  in  the  presence  of  water.  Seeds  (ex¬ 
cept  embryonic  seeds  and  small  frag¬ 
ments  of  seeds  that  cannot  be  separated 
by  good  manuf8u;turing  practice)  and 
part  of  the  spent  pulp  are  removed. 
Water  may  be  removed.  The  food  may  be 
preserved  by  freezing;  by  refrigerating: 
by  adding  a  safe  and  suitable  optional 
preservative  ingredient;  by  heating  to  re¬ 
duce  substantially  the  enzymatic  activity 
and  the  number  of  viaUe  microorga¬ 
nisms;  or  by  heating,  either  b^ore  or 
after  sealing  in  containers,  to  prevent 
spe^age. 

^b)  An  optional  ingredient  is  con¬ 
sidered  to  be  safe  if  it  is  not  a  food  addi¬ 
tive  as  defined  in  section  201(8)  of  the 
Federal  Food,  Drug,  and  Cosmetic  Act. 
or  if  it  is  a  food  additive  as  so  defined 
and  is  used  in  conformity  with  regula¬ 
tions  established  pursuant  to  section  409 
of  the  act. 

(c)  The  name  of  the  food  is  “water- 

extracted  soluble  orange  solids _ * 

Brix”,  the  blank  being  filled  in  with  the 
figure  showing  the  percent  by  weight  of 
total  soluble  orange  solids  in  the  food  ex¬ 
pressed  in  degrees  Brix.  However,  if  the 
food  is  ccmcentrated  to  20*  Brix  or  more, 
the  word  “concentrated”  shall  precede 
the  name  of  the  food. 

(d)  If  one  or  more  of  the  opticHial 
preservative  ingredients  are  added,  the 

label  shall  bear  the  statement  “ _ 

_ added  as  a  preservative”,  the  blank 

being  filled  in  with  the  name  of  the 
preservative. 

(e)  For  the  purpose  of  calculating  the 
percentage  of  orange  juice  in  a  beverage 
to  which  this  food  is  added  as  an  op¬ 
tional  orange  juice  ingredient  use  the 
weight  of  only  the  soluble  porti<m  of  this 
food  in  calculating  the  percentage  of 
orange  juice  soluble  solids  that  may  be 
cemtributed  to  the  beverage  by  this  food. 

Note. — {  146.168  (formerly  |  27.150)  was 
stayed  In  Its  entirety  at  38  FR  6969,  Mar.  14. 
1973. 

§  146.169  Dehydrated  waler-cxlrarled 
soluble  orange  solids. 

(a)  D^ydrated  water-extracted  solu¬ 
ble  or&nge  solids  is  the  dehydrated  food 
for  further  manufacturing  use  lurepared 
by  removing  water  from  water-extracted 
soluble  orange  solids  as  defined  In 
S  146.168.  Orange  essence  and  orange  oil 
may  be  added.  It  may  contain  one  or 
more  of  the  safe  and  suitable  ingredients 
specified  in  paragrai^  (b)  of  this  sec¬ 
tion.  The  moisture  content  is  not  greater 
than  7  percent  of  the  weight  of  the  fin¬ 
ished  food.  It  may  be  refrigerated  or 
frozen. 

(b)  Ihe  optional  ingredients  suitable 
for  use  In  the  dehydrated  food  are  the 
following: 
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(1)  Anticaking  agents. 

(2)  Antioxidants. 

(3)  Foaming  agents. 

(4)  Browning  inhibitors. 

(5)  Drying  agents. 

For  the  purposes  of  this  section,  an  op- 
tirnial  ingredient  is  considered  to  be  safe 
when  it  ccxnplies  with  the  requirements 
of  5  146.168(b). 

(c)  The  common  name  of  each  of  the 
ingredients  used  shall  be  declared  on  the 
label  as  required  by  the  applicable  sec¬ 
tions  of  Part  101  of  this  chapter  and  shall 
appear  in  letters  not  less  than  one-half 
the  size  required  by  8  101.105  of  this 
chapter  for  the  declaration  of  net 
quantity  of  contents. 

(d)  The  name  of  the  food  is  “Dehy¬ 
drated  water-extracted  soluble  orange 
solids”. 

(e)  For  the  purpose  of  calculating  the 
percentage  of  orange  juice  in  a  beverage 
to  which  this  food  is  added  as  an  op¬ 
tional  orange  juice  ingredient,  use  only 
the  weight  of  the  soluble  portion  of  the 
food  in  calculating  the  percentage  of 
orange  juice  soluble  solids  that  may  be 
contributed  to  the  beverage  by  this  food. 

Note. — S  146.169  (formerly  §27.151)  was 
stayed  In  Its  entirety  at  38  PR  6969,  Mar.  14, 
1973. 

§  146.170  Conirainuled  oranges. 

(a)  Comminuted  oranges  is  the  food 
puree  for  further  manufacturing  use 
prepared  by  comminuting  whole  mature 
oranges  of  the  species  Citrus  sinensis. 
The  amount  of  -orange  (ril  may  be  ad¬ 
justed  in  accordance  with  good  manu¬ 
facturing  practice.  Orange  essence  may 
be  added.  The  food  may  be  preserved  by 
freezing;  by  refrigerating;  by  adding  a 
safe  and  suitable  preservative;  by  heat¬ 
ing  to  reduce  substantially  the  enzy¬ 
matic  activity  and  the  number  of  viable 
microorganisms;  or  by  heating,  either 
before  or  after  sealing  in  containers,  to 
prevent  spoilage. 

(b)  For  the  purposes  of  this  section, 
a  preservative  is  considered  to  be  safe 
when  it  complies  with  the  requirements 
of  9  146.168(b). 

(c)  The  name  of  the  food  is  “Com¬ 
minuted  oranges - percent  Brix”, 

the  blank  being  filled  in  with  the  figure 
showing  the  percent  by  weight  of  total 
soluble  orange  solids  in  the  food  ex¬ 
pressed  in  degrees  Brix. 

(d)  If  a  preservative  is  added  the  label 

shall  bear  the  statement  “ - added 

SIS  a  preservative”,  the  blsmk  being  filled 
in  with  the  name  of  the  preservative. 

(e)  For  the  purpose  of  csdculating  the 
percentsige  of  orange  juice  in  a  beverage 
to  which  this  food  is  added  as  an  op¬ 
tional  orsmge  juice  ingredient,  use  only 
the  weight  of  the  soluble  portion  of  the 
food  in  calculating  the  percentsige  of 
orange  juice  soluble  solids  that  may  be 
contributed  to  the  beverage  by  this  food. 

Note. — 1 146.170  (formerly  |  27.162)  wm 
stayed  In  Its  entirety  at  38  FR  6969,  Mar.  14, 
1973. 

§  146.171  Dehydrated  eoniminuled  or¬ 
anges. 

(a)  Ddiydrated  comminuted  orsmges 
Is  the  ddiydrated  food  for  further  manu- 


fsuituring  use  {H-^^sured  by  removing 
water  from  comminuted  oranges  sis  de¬ 
fined  in  9  146.170.  The  food  complies 
with  the  requirements  for  composition 
and  labeling  of  (H>tionsd  ingredients  pre¬ 
scribed  for  dehydrated  water-extrsK;ted 
soluble  orange  solids  by  9  146.169,  except 
that  it  is  made  from  comminuted  oranges 
SIS  defined  in  9  146.170  suid  except  that 
the  moisture  content  is  not  greater  than 
10  percent  of  the  weight  of  the  finished 
food. 

(b)  The  nsune  (rf  the  food  is  “Dehy¬ 
drated  comminuted  orsmges”. 

(c)  For  the  purpose  of  calculating  the 
percentage  of  orange  juice  in  a  beversige 
to  which  this  food  is  added  sis  an  optional 
orange  juice  ingredient,  use  only  the 
weight  of  the  soluble  portion  of  the  food 
in  calculating  the  percentage  orsmge 
juice  soluble  solids  that  may  be  con¬ 
tributed  to  the  beverage  by  this  food. 

Note.— f  146.171  (formerly  f  27.168)  was 
stayed  In  Its  entirety  at  38  FR  6969,  Mar.  14, 
1973. 

§  146.172  Exirarl  of  'romniinuled 
oranges. 

(a)  Extract  of  comminuted  orsmges  is 
the  liquid  food  prepared  for  further 
msmufsicturing  use  from  the  fiuids  ob¬ 
tained  from  comminuted  orsmg^  sis  de¬ 
fined  in  9*146.170.  Water  may  be  used  in 
the  extmetion  process.  Excess  peel,  pulp, 
fiavido,  and  seM  frsigments  su'e  removed. 
Water  may  be  removed.  The  amount  of 
orsmge  oil  may  be  adjusted  in  suicord- 
ance  wdth  good  msmufSMituring  prsuitice. 
Orsmge  essence  may  be  sulded.  The  food 
may  be  preserved  by  freezing;  by  refrig¬ 
erating;  by  sidding  a  ssife  and  suitable 
preservative;  by  heating  to  reduce  sub- 
stemtisdly  the  enzymatic  su^tivity  smd  the 
number  of  viable  microorganisms;  or  by 
heating,  either  before  or  sifter  sealing  in 
containers,  to  prevent  spoilage. 

(b)  For  the  purpioses  of  this  section,  a 
preservative  is  considered  to  be  safe  if  it 
complies  wiUi  the  requirements  of  9  146.- 
168(b). 

(c)  The  name  of  the  food  is  “Extrsuit 

of  comminuted  oranges, _ •  Brix”, 

the  blank  being  filled  in  with  the  figure 
showing  the  percent  by  weight  of  totsd 
soluble  solids  in  the  food  expressed  in 
degrees  Brix. 

(d)  If  a  preservative  is  added  the  label 

shsdl  bear  the  statement  “ _ suided 

as  a  preservative”,  the  blsmk  being  filled 
in  with  the  name  of  the  preservative. 

(e)  For  the  piuixise  of  calculating  the 
percentsige  of  orange  juice  in  a  beversige 
to  which  this  food  is  added  as  sm  op¬ 
tional  orange  juice  ingredient,  use  only 
the  weight  of  the  soluble  portion  of  the 
food  in  csdculating  the  percentsige  of 
orange  juice  soluble  solids  that  may  be 
contributed  to  the  beverage  by  this  food. 

Note. — 1 146.172  (formerly  |  37.154)  was 
stayed  In  its  entirety  at  38  FR  6969,  Mar.  14, 
1973. 

§  146.175  Dehydrated  extract  of  eomnii- 
nuted  oranges. 

(a)  Dehydrated  extract  of  commi¬ 
nuted  orsmges  is  the  dehydrated  food  for 
further  manufsu:turlng  use  prepared  by 
removing  water  from  extrsu;t  of  commi¬ 
nuted  oranges  as  defined  in  9  146.172. 


The  food  complies  with  the  requirements 
for  composition  smd  labeling  of  optionsd 
ingredients  prescribed  for  dehydrated 
water-extrsu:ted  soluble  orange  solids  by 
9  146.169  except  that  it  is  made  from  ex- 
trsu;t  of  comminuted  oranges  sis  defined 
in  9  146.172. 

(b)  The  name  of  the  food  is  “Dehy¬ 
drated  extract  of  comminuted  oranges". 

(c)  For  the  purpose  of  csdculating  the 
percentage  of  orange  juice  in  a  beverage 
to  which  this  food  is  added  as  an  optionsd 
orsmge  juice  ingredient,  use  only  the 
weight  of  the  soluble  portion  of  the  food 
in  csdculating  the  percentage  of  orange 
juice  soluble  solids  that  may  be  contrib¬ 
uted  to  the  beverage  by  this  fcKxi. 

Note. — §  146.176  (formerly  §  27.165)  was 
stayed  in  its  entirety  at  38  FR  6969,  Mar.  14, 
1973. 

§  146.176  Juicy  orange  pulp  for  manu¬ 
facturing. 

(a)  Juicy  orange  pulp  for  manufac¬ 
turing  smd  pulpy  orange  juice  for  manu¬ 
facturing  is  the  clsiss  of  pulpy  moist 
foods  or  pulpy  liquid  foods  prepared  for 
further  manufsicturing  use  from  the  un¬ 
fermented  juice  and  the  pulp  of  mature 
orsmges  of  the  species  Citrus  sinensis. 
The  pulp  has  not  been  wsished.  Seeds 
(except  embryonic  seeds  smd  small  frag¬ 
ments  of  seeds  that  cannot  be  separated 
by  good  manufacturing  practice)  are 
removed.  Orange  juice,  orange  pulp,  and 
orange  oil  may  be  adjusted  in  accordance 
with  good  manufsu:turing  prsu;tice. 
Orange  essence  and  orange  juice  prod¬ 
ucts  SIS  defined  in  99  146.135,  146.137, 
146.140,  146.141,  146.145,  146.146,  146.150, 
146.151. 146.152, 146.153.  and  146.154  may 
be  sulded.  The  food  may  be  preserved 
by  freezing;  by  refrigerating;  by  adding 
a  preservative;  by  heating  to  reduce  sub- 
stsmtisdly  the  enzymatic  activity  and  the 
number  of  viable  microorgsmisms;  or 
by  heating,  either  before  or  after  sealing 
in  containers,  to  prevent  spoilage. 

(b)  For  the  purposes  of  this  section,  a 
preservative  is  considered  to  be  safe  if  it 
complies  with  the  requirements  of 
9  146.168(b). 

(c)  The  name  of  the  food  is  “Juicy 
orange  pulp  for  manufacturing”,  if  the 
percent^e  of  pulp  exceeds  50  percent  or 
the  nsune  of  the  food  is  “Pulpy  orsmge 
juice  for  msmufacturing”,  if  the  per¬ 
centage  of  pulp  is  50  percent  or  less. 

(d)  If  a  preservative  is  added,  the 

label  shall  bear  the  statement  “ _ 

added  as  a  preservative”,  the  blank  being 
filled  in  with  the  name  of  the  pre¬ 
servative. 

(e)  For  the  purpose  of  calculating  the 
percentage  of  the  orange  juice  in  a  bev¬ 
erage  to  which  this  food  is  sulded  as  an 
optionsd  orange  juice  ingredient,  use  only 
the  weight  of  the  soluble  portion  of  the 
food  in  csdculating  the  percentage  of 
orange  Juice  soluble  solids  that  may  be 
contributed  to  the  beverage  by  this  food. 

Note.— I  146.176  (formerly  1 27.156)  was 
stayed  In  Its  entirety  at  38  FR  6969,  Mar.  14, 
1973. 

§  146.177  Dehydrated  juicy  orange  pulp 

.  for  manufacturing. 

(a)' Dehydrated  juicy  orsmge  pulp  for 
msmufacturing  smd  dehydrated  pulpy 
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orange  juice  for  manufacturing  Is  the 
class  of  ddiydrated  foods  for  fiuther 
manufacturing  use  prepared  by  remov¬ 
ing  water  fnxn  Juicy  orange  pulp  for 
manufacturing  or  pulpy  orange  juice  for 
manufacturing  as  defined  in  {  146.176. 
The  food  complies  with  the  requirements 
for  composltltm  and  labding  of  optional 
ingredients  prescribed  for  ddiydrated 
water-extracted  soluble  orange  solids 
by  S  146.169,  except  that  it  is  made  from 
juicy  orange  pulp  or  pulpy  orange  juice 
rather  than  frwn  d^ydrated  water  ex¬ 
tracted  soluble  orange  solids  and  except 
that  the  moisture  content  is  not  greater 
than  10  percent  of  the  weight  of  the 
finished  food. 

(b)  The  name  of  the  food  is  “Dehy¬ 
drated  juicy  orange  pulp  for  manufac¬ 
turing”,  if  it  Is  made  from  juicy  orange 
pulp  for  manufacturing,  ot  the  name  of 
the  food  is  “Dehydrated  pulpy  orange 
juice  for  manufacturing,”  If  It  Is  made 
from  pulpy  orange  juice  for  manufac¬ 
turing,  both  as  defined  in  §  146.176. 

(c)  For  the  purpose  of  calculating  the 
percentage  of  orange  Juice  in  a  beverage 
to  which  this  food  Is  added  as  an  op¬ 
tional  orange  juice  ingredient  use  only 
the  weight  of  the  soluble  portion  of  the 
food  in  calculating  the  percentage  of 
orange  juice  soluble  solids  that  may  be 
contributed  to  the  beverage  by  this  food. 

Not*:  J  146.177  (fonnerly  127.157).  was 
stayed  in  its  entirety  at  38  FB  6969,  Mar.  14, 
1973. 

§  146.183  Canned  pineapple  juice. 

(a)  Identity — (1)  Canned  pineapple 
Juice  is  the  juice.  Intended  for  direct  con¬ 
sumption,  obtained  by  mechanical  proc¬ 
ess,  which  may  Include  centrifuging  but 
not  filtering,  from  the  flesh  or  parts 
thereof,  with  or  without  core  material,  of 
sound,  ripe  pineapple  (.Ananas  comosus 
L.  Merrill).  The  Juice  may  have  been 
concentrated  and  later  reconstituted  with 
water  suitable  for  the  purpose  of  main¬ 
taining  essential  composition  smd  quality 
factors  of  the  juice.  Canned  pineapple 
Juice  contains  finely  divided  insoluble 
solids,  but  It  does  not  contain  pieces  of 
shell,  seeds,  or  other  coarse  or  hard  sub¬ 
stances.  It  may  be  sweetened  with  any 
suitable  dry  nutritive  carbcrfiydrate 
sweetener.  However,  if  the  pineapple 
juice  Is  prepared  from  concentrate,  such 
sweeteners.  In  liquid  form,  also  may  be 
used.  It  may  contain  added  vitamin  C 
In  a  quantity  such  that  the  total  vita¬ 
min  C  in  each  4  fluid  ounces  of  the 
finished  food  amoimts  to  not  less  than 
30  milligrams  and  not  more  than  60  mil¬ 
ligrams.  In  the  canning  of  pineapple 
juice,  dimethylpolysfioxane  complsdng 
with  the  requirements  of  {  173.340  of  this 
(^pter  may  be  employed  as  a  defoamlng 
agent  in  an  amount  not  greater  than  10 
parts  per  million  by  weight  of  the  finished 
food.  Before  or  after  sealing  In  ttie  con¬ 
tainer,  canned  pineapple  Juice  Is  so  proc¬ 
essed  by  heat  as  to  mevent  spoilage. 

(2)  Ihe  name  of  the  food  is  “Pine¬ 
apple  juice”  If  the  juice  from  which  It 
Is  prepared  has  not  been  concentrated 
and/or  diluted  with  water.  The  name  of 
the  food  Is  *TtQeapple  Juice  from  con¬ 
centrate”  If  ttie  finished  juice  has  been 
made  from  plneaiH>le  juice  concmtrate 
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as  specified  In  paragn^ih  (a)  o/t  this 
section.  If  a  nutritive  sweetener  Is  added, 
the  label  shall  bear  the  statement 
“Sweetener  added.”  If  no  sweetener  is 
added,  the  word  “Unsweetened”  may 
immediately  luecede  (xr  follow  the  words 
“Pineapple  juice”  w  “Pineapple  Juice 
from  concentrate.” 

(3)  Each  of  the  (vtional  Ingredients 
shall  be  declared  on  the  labd  as  required 
by  the  applicaWe  sections  oi  Part  101 
of  this  chapter. 

(b)  Quality — (1)  Hie  standard  of 
quality  for  canned  pineapide  Juice  is  as 
follows: 

(1)  The  scduble  solids  content  of  pine¬ 
apple  juice  (exclusive  of  added  sugars) 
without  added  water  shall  not  be  less 
than  10.5*  Brlx  as  determined  by  refrac- 
tometer  at  20*  C  uncorrected  for  acidity 
and  read  as  degrees  Brlx  on  Internation¬ 
al  Sucrose  Scales.  Where  the  juice  has 
been  obtained  using  concentrated  juice 
with  addition  of  water,  the  soluble  plne^ 
apple  juice  solids  content  (exclusive 
added  sugars)  shall  be  not  less  than  13.5* 
Brix,  uncorrected  for  acidity  and  read 
as  degrees  Brix  on  the  International  Su¬ 
crose  Scales. 

(11)  The  acidity,  as  determined  by  the 
method  prescribed  In  paragraph  (b)(2) 
(11)  of  this  section.  Is  not  more  .than  1.35 
grams  of  anhydrous  citric  acid  per  100 
milliliters  of  the  julce. 

(ill)  The  ratio  of  the  degrees  Brlx  to 
total  acidity,  as  determined  by  the  meth¬ 
od  prescribed  In  paragraph  (b)  (2)  (111) 
of  this  section.  Is  not  less  than  12. 

(Iv)  The  quantity  of  finely  divided  “In¬ 
soluble  soli^”,  as  determined  by  the 
method  prescribed  In  paragraph  (b)  (2) 
(iv)  of  this  section.  Is  not  less  than  5  per¬ 
cent  nor  more  than  30  percent. 

(2)  The  methods  referred  to  in  para¬ 
graph  (b)  (1)  of  this  section  are  as  fol¬ 
lows: 

(i)  Determine  the  degrees  Brix  of  the 
canned  pineapple  Juice  by  the  method 
prescribed  In  “OfiBclal  Methods  of  Anal¬ 
ysis  of  the  Association  of  Official  Agri¬ 
cultural  Chemists,”  “Solids — ^By  Means 
of  Spindle— Official”  [Ed.'  note,  10th  edi¬ 
tion.  1965,  p.  486,  sec.  29.0091. 

(ii)  Determine  the  total  acidity  of  the 
canned  pineapple  juice  by  titration  by 
the  method  prescribed  in  S  145.180(b>  (2) 
(ix)  of  this  chapter. 

(ill)  Divide  the  degrees  Brix  deter¬ 
mined  as  prescribed  In  paragraph  (b)  (2) 
(1)  of  this  sectkm  by  the  grams  of  anhy¬ 
drous  citric  add  per  100  milliliters  of 
juke,  determined  as  prescribed  In  para¬ 
graph  (b)  (2)  (11)  of  this  secUm,  and  re¬ 
port  the  results  as  ratio  of  degrees  Brix 
to  total  addity. 

(iv)  Determine  the  quantity  ot  “In¬ 
soluble  solids”  In  canned  pineapple  Juke 
as  fdlows:  Measure  50  milliliters  of 
thoroughly  stirred  pineapple  juke  Into 
a  cone-shaped  graduated  tube  of  the 
long-cone  type,  measuring  approxi¬ 
mately  4^6  inches  from  tip  to  top  cali¬ 
bration  and  having  a  capacity  of  50 
milliliters.  Place  the  tube  In  a  sultaUe 
centrifuge  the  ai^roxlmate  speed  of 
T^lch  Is  related  to  diaineter  of  swing  In 
aco(u*dance  with  the  table  Immedlatdly 
below.  The  w(u*d  “dlamet^  means  ttie 
over-all  distance  between  the  tips  of  d>- 


poslng  centrifiige  tubes  In  operating 
position. 

Approximate 

revolutions 


Dtamster  (Inches) :  per  minute 

10  . 1,609 

lOVi . . 1. 870 

11  . 1,534 

11^  . 1,500 

13  . 1,468 

12^  . 1,438 

18  . 1,410 

13»,i  . 1,884 

14  . 1,359 

14^  . 1,336 

15  . 1,313 

15V4  . - . 1,292 

16  . 1,271 

16«4  . 1,282 

17  . 1.234 

1714  .  1,216 

18  . 1,199 

18^  .  1,182 

19  - . 1.167 

1914  . 1,152 

30  — . - . 1,137 


The  milliliter  reading  at  the  top  of  the 
layer  of  “Insoluble  solids,”  after  cen¬ 
trifuging  3  minutes,  k  multiplied  by  two 
to  obtain  the  percentage  of  “InsoluUe 
solids.” 

(3)  If  the  quality  of  canned  pineapple 
Juice  falls  below  the  standard  prescribed 
in  paragraph  (b)  (1)  of  this  section,  the 
label  shall  bear  the  general  stat^ent  of 
substandard  qtiallty  specified  In  i  130.14 

(a)  of  this  chapter.  In  the  manner  and 
form  therein  specified. 

(c)  Fill  of  container — (1)  The  stand¬ 
ard  of  fill  of  container  for  canned  pine¬ 
apple  j\ike  Is  a  fill  of  not  less  than  90 
percent  of  the  total  capacity  of  the  con¬ 
tainer,  as  determined  by  the  geno^al 
method  for  fill  of  ccmtatner  prescribed  In 
§  130.12(b)  of  this  chapter. 

(2)  If  canned  pineapple  juice  falls 
below  the  standard  of  fill  of  container 
prescribed  in  paragrai^  (c)(1)  of  this 
section,  the  labd  shall  bear  the  state¬ 
ment  of  substandard  fill  q>eclfied  in 
§  130.14(b)  of  this  chapter,  in  the  man¬ 
ner  and  form  therein  specified. 

§  146.187  Canned  prune  jniee. 

(a)  Canned  prune  juice  is  the  food 
prepared  from  a  water  extract  of  dried 
primes  and  contains  not  less  than  18.5 
percent  by  weight  of  water-soluble  solids 
extracted  from  dried  primes.  The  quan¬ 
tity  of  prune  solids  may  be  adjusted  by 
the  concentration,  dilution,  or  both,  of 
the  water  extract  or  extracts  xnade. 
Such  food  may  contain  one  or  more  of 
the  (^tional  acidifying  ingredients  spec¬ 
ified  in  paragraph  (b)  (1)  of  this  section, 
in  a  quantity  sufficient  to  render  the 
food  slightly  tart;  it  may  contain  honey 
added  within  the  quantitative  limits  pre¬ 
scribed  by  paragraph  (b)  (2)  of  this  sec¬ 
tion;  and  it  may  contain  added  vitamin 
C  In  a  quantity  prescribed  by  paragraph 

(b) (3)  of  this  sectlmi.  Such  food  Is 
sealed  in  a  container  and  so  processed 
by  heat,  before  or  after  sealing,  as  to 
IMwent  spoflage. 

(b)  The  optional  Ingredients  referred 
to  in  paragrtmh  (a)  of  this  sectlcm  are; 
^  (1)  One  or  any  combination  of  two  or 
more  of  the  following  acldlfjdng  Ingre- 
dimts: 

(U  Lemon  Juke. 

(11)  Lime  Juice. 
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(ill)  Citric  acid. 

(2)  Hooey,  to  a  quantity  not  leas  than 
2  percent  and  not  more  than  3  percent 
by  weight  of  the  finished  food. 

(3)  Vitamin  C.  in  a  quantity  such  that 
the  total  vitamin  C  In  each  8  fluid  ounces 
of  the  finished  food  amounts  to  not  less 
than  30  milligrams  and  not  more  than 
50  milligrams. 

(c)(1)  The  name  of  the  food  Is 
"Prune  Juice — a  water  extract  oi  dried 
prunes".  For  the  purposes  of  the  Fed¬ 
eral  Food.  Drug,  and  Cosmetic  Act  con¬ 
cerning  the  label  declaration  of  the  name 
of  the  food,  the  explanatory  statement 
“A  water  extract  of  dried  prunes"  may 
appear  immediately  below  the  words 
"pnme  jifice".  but  there  shall  be  no  In¬ 
tervening  written,  printed,  or  graphic 
matter,  and  the  type  used  for  the  words 
“A  water  extract  of  dried  prunes"  shall 
be  of  the  same  stjde  and  not  less  than 
half  the  inlnt  size  of  the  type  used  for 
the  wM'ds  "prune  Juice". 

(2) (i)  When  one  or  more  of  the 
acidifying  ingredients  specified  In  para¬ 
graph  (b)(1)  of  this  section  are  used, 
the  label  shall  bear  the  statement 

" _  added"  or  “with  added 

_ ”,  the  Uank  beLig  filled  In 

with  the  name  or  names  of  the  optional 
ingredients  used. 

(ii)  When  hwiey,  as  specified  in  para¬ 
graph  (b)(2)  of  this  section.  Is  used 
the  label  shall  bear  the  statement  “with 

_ _ honey”  or  “ _ honey 

added”,  the  Mank  to  be  flUed  In  with 
the  percent  by  weight  of  the  honey  In 
the  finished  food  or  with  the  statement 
“between  2  and  3%”. 

(ill)  When  one  or  more  of  the  in¬ 
gredients  designated  hi  paragrajrii  (b) 

(1)  of  this  section  and  the  ingredient 
designated  in  pcu-agraph  (b)(2)  of  this 
section  are  used,  the  statements  specified 
in  paragraph  (c)  (2)  (1)  and  (11)  of  this 
section  may  be  combined,  as  lor  ex¬ 
ample,  “with  lemon  Juice  and  between 
2  and  3%  honey  added”. 

(iv)  When  vitamin  C  is  added  as  pro¬ 
vided  in  paragraph  (b)  (3)  of  this  sec¬ 
tion.  It  shall  be  designated  on  the  label 
as  "vitamin  C  added”  or  “with  added 
vitamin  C”. 

(3)  Wherever  the  name  of  the  food 
appears  on  the  label  so  conspicuously  as 
to  be  easily  seen  under  customary  con¬ 
ditions  of  purchase,  the  words  specified 
in  this  paragraph,  showing  the  optional 
ingredients  used,  shsdl  immediatdy  and 
conspicuously  precede  .or  follow  such 
nime,  without  Intervening  written, 
printed,  or  graphic  matter. 

PART  150— FRUIT  BUTTERS.  JELUES, 
PRESERVES,  AND  RELATED  PRODUCTS 

SMbparl  A— fttaMnvd] 

Subpart  B — Raqutrinunta  for  SpocHIg  Slandard- 

Izod  Fnitt  BuMoro,  JoMtao,  Prosorvos.  ortd  ^ 

latod  Products 

150.110  Friilt  butter. 

150.140  Pnilt  Jelly. 

150.141  ArtlflcUUy  sweetened  Irtilt  Jelly. 

160  J60  Fruit  preserree  end  Jems. 

160.161  ArtlflcleUy  sweetened  fruit  preservee 
end  Jems. 

AuTBoeiTT:  Secs.  401,  701,  62  Stat.  1046  es 
emended,  1056-1066  as  emended  (21  UB.O. 
341,371). 

FEDERAL 


Subpart  A — [ReseivBd] 

Subpart  B — Requirements  for  SpecMc 
Standardized  Fruit  Butters,  Jetties,  Re¬ 
serves,  and  Related  Products 

§150.110  Fruit  butter. 

(a)  The  fruit  butters  for  which  defini¬ 
tions  and  standards  of  identity  are  pre¬ 
scribed  by  this  section  are  the  smooth. 
semisoUd  foods  each  of  which  is  made 
from  a  mixture  <rf  one  or  a  permitted 
c(»nbination  of  the  optlMial  fruit  ingre¬ 
dients  specified  in  paragraph  (b)  of  this 
section  and  cme  or  any  combination  of 
the  optional  Ingredients  specified  in 
paragraph  (c)  of  this  section,  which 
meets  the  specifications  in  paragraph 

(d)  of  this  section,  and  which  is  labeled 
in  accordance  with  paragrairfi  (e)  of  this 
sectiim.  Such  mixture  is  conc«itrated 
with  or  without  heat.  The  volatile  flavor¬ 
ing  materials  or  essence  frmn  such  mix¬ 
ture  may  be  captured  during  c«ic«itra- 
tlon,  separately  concwitrated,  and  added 
back  to  any  such  mixture,  together  with 
any  concentrated  essaice  accMnpanylng 
any  optional  fruit  ingredient. 

(b) (1)  Each  of  the  optional  fruit  in¬ 
gredients  referred  to  in  paragraph  (a) 
of  this  section  is  pr^iared  by  c(x>klng  one 
of  the  following  fresh,  fnwen,  canned, 
and/or  dried  (evaporated)  mature  fruits, 
with  or  without  aWed  water,  and  screen¬ 
ing  out  skins,  seeds,  pits,  and  cores: 

Factor  referred  to  in  paragrajOi  (d)  (2) 
of  this  section 


Nsmeof  fruit: 

Apple  _  7.5 

Apricot  _  7.0 

Orepe . —  7.0 

Peach  _  8.5 

Pear _  6A 

Plum  (other  than  jwune) _  7.0 

Prune _  7.0 

*  Quince _  7.6 


(2)  The  permitted  combinations  are 
of  two,  three,  fotir.  and  five  of  the  fruit 
ingredients  specified  in  paragraph  (b) 

(1)  of  this  section;  the  weight  of  each  is 
not  less  than  one-fifth  of  the  weight  of 
the  combination.  Each  such  fruit  ingredi¬ 
ent  in  any  such  combination  is  an  op¬ 
tional  ingredient 

(c)  The  following  safe  and  suitable  op¬ 
tional  ingredients  may  be  used: 

(1)  Nutritive  carbohydrate  sweeteners. 

(2)  Spice. 

(3)  Flavoring  (other  than'  artificial 
flavoring) . 

(4)  Salt 

(5)  Acidifying  agents. 

(8)  Fruit  Juice  or  diluted  fruit  Juice 
or  concentrated  fruit  Juice,  in  a  quantity 
not  less  than  one-half  the  weight  of  the 
(Vtlonal  fruit  ingredient. 

(7)  Preservatives. 

(8)  Antif naming  agents  except  those 
derived  from  animal  fats. 

(9)  Pectin,  In  a  quantity  which  rea¬ 
sonably  compensates  for  defidmcy.  If 
any,  of  the  natural  pectin  content  of  the 
fruit  ingredient 

(d)  For  the  purposes  of  this  section: 

(1)  The  mixture  referred  to  In  para¬ 
graph  (a)  of  this  section  shall  contain 
not  less  than  five  parts  by  weight  of  the 
fruit  ingredient  as  measured  in  accord¬ 
ance  with  paragraph  (d)  (2)  of  this  sec- 
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ti(m  to  each  two  parts  by  weight  of  nutri¬ 
tive  cailx^drate  sweetener  as  measxired 
in  accordance  with  paragraph  (d)  (4)  of 
this  section. 

(2)  Any  requirement  with  respect  to 
the  weight  of  any  optl(mal  fruit  ingredi¬ 
ent.  whether  concentrated. ,  uncmicen- 
trated,  or  diluted,  means  the  weight  de¬ 
termined  by  the  f<dlowing  method:  (i) 
Determine  the  percent  of  soluble  solids 
In  the  optional  fruit  ingredient  by  the 
method  for  soluble  solids  referred  to  in 
paragraph  (d)  (3)  of  this  section;  (11) 
multli^y  the  p«Tait  so  found  by  the 
weight  of  such  fruit  ingredient;  (UD 
divide  the  result  by  100;  (Iv)  subtract 
from  the  quotient  the  weight  of  any 
nutritive  sweetener  solids  or  other  added 
solids:  and  (v)  multiply  the  remainder  by 
the  factor  for  such  ingredient  prescribed 
in  paragraph  (b)  (1)  of  this  section.  The 
result  Is  the  welsdit  of  the  (national  fruit 
ingredient 

(3)  The  soluble  solids  content  of  the 
finished  fruit  butter  is  not  less  than  43 
percent,  as  determined  by  the  method 
prescril^  in  “Official  Methods  of  Anal¬ 
ysis  of  the  Association  of  Official  Analyt¬ 
ical  Chemists.”  12th  Ed.  1975,  p.  397,  sec. 
22.024,  under  “S(duble  Solids  (by  Refrac- 
tometer)  in  Fresh  and  Canned  Fruits. 
Fruit  Jellies.  Marmcdades,  and  Pre¬ 
serves — OfiScial  First  Action,”  except  that 
no  correction  Is  made  for  water-insoluble 
solids. 

(4)  The  weight  of  any  nutritive  car¬ 
bohydrate  sweetener  means  the  weight 
of  the  solids  of  such  ingredient. 

(5)  The  weight  of  fruit  Juice  or  diluted 
fruit  Juice  or  concentrated  fruit  Juice 
(optional  ingredient,  paragraph  (c)  (6) ) 
from  a  fruit  specified  in  paragn^  (b) 
(1)  of  this  section  is  the  weight  of  such 
Juice,  as  deteimined  by  the  method  pre¬ 
scribed  in  paragraph  (d)  (2)  of  this  sec¬ 
tion.  except  that  the  percoit  of  soluble 
solids  is  determined  by  the  method  pre¬ 
scribed  in  “Official  Methods  of  Analysis 
of  the  Association  of  Official  Analytical 
Chemists.”  12th  Ed.,  1975,  p.  566,  sec. 
31.011,  under  “Scdids  by  Means  of  Re- 
fractometer — Official  Final  AcUcm”;  the 
weight  of  diluted  concentrated  Juice  from 
any  other  fruit  is  the  original  weight  of 
the  Juice  before  it  was  diluted  or  con-, 
centrated. 

(e)  (1)  The  name  of  each  fruit  butter 
for  which  a  definiticm  and  standard  of 
identity  is  prescribed  by  this  section  is  as 
follows: 

(1)  In  case  the  fruit  butter  is  made 
from  a  single  fruit  Ingredient,  the  name 
Is  "Butter”,  preceded  by  the  name  where 
by  such  fruit  is  designated  in  paragraph 
(b)(1)  of  this  sectlcm. 

(ii)  In  case  the  fruit  butter  is  made 
from  a  combination  of  two.  three,  four, 
or  five  fruit  ingredients,  the  name  is 
"Butter”,  preceded  by  the  words  "Mixed 
fruit”  or  by  the  names  whereby  such 
fnilts  are  designated  in  paragraph  (b) 
(1)  of  this  section,  in  the  order  pre¬ 
dominance,  if  any,  of  the  weight  of  such 
fruit  ingredients  in  the  combination. 

(2)  Ebch  of  the  optional  Ingredients 
specified  In  paragrai^  (b)  and  (c)  of 
this  section  shall  be  declared  (m  the  label 
as  required  by  the  applicable  sections  of 
Part  101  of  this  chapter,  except  that: 
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(i)  Other  than  In  the  case  of  dried 
(evaporated)  fruit  the  name(s)  of  the 
fruit  or  fruits  used  may  be  declared  with¬ 
out  specifying  the  particular  form  of  the 
fruit  or  fruits  used.  When  the  optional 
fruit  ingredient  is  prepared  in  whole  or 
in  part  from  dried  fruit,  the  label  shall 
bear  the  wor^  “prepared  from”  or  “pre¬ 
pared  in  part  from”,  as  the  case  may  be, 
foUowed  by  the  word  “evaporated”  or 
“dried”,  followed  by  the  name  whereby 
such  fruit  is  designated  in  paragraph 

(c)  of  this  section.  When  two  or  more 
such  optional  fruit  ingredients  are  used, 
such  names,  each  preceded  by  the  word 
“evaporated”  or  “dried”,  shall  appear  in 
the  order  of  predominance,  if  any,  of  the 
weight  of  such  ingredients  in  the  com¬ 
bination. 

(ii)  If  sugar  or  invert  sugar  is  the 
sweetener  used,  the  term  “sugar”  may  be 
used,  and  if  the  sweetener  used  is  derived 
from  com  the  term  “corn  sweetener” 
may  be  used. 

§  150.140  Fruit  jelly. 

(a)  The  jellies  for  which  definitions 
and  standards  of  identity  are  prescribed 
by  this  section  are  the  jelled  foods  each 
of  which  is  made  from  a  mixture  of  one 
or  a  permitted  combination  of  the  fruit 
juice  ingredients  specified  in  paragraph 

(b)  of  this  section  and  one  or  any  combi- 
natitm  of  the  optional  ingredients  speci¬ 
fied  in  paragraph  (c)  of  this  section, 
which  meets  the  specifications  in  para¬ 
graph  (d)  of  this  section  and  which  is 
labeled  in  accordance  with  paragraph 
(e)  of  this  section.  Such  mixture  is  con¬ 
centrated  with  or  without  heat.  The  vola¬ 
tile  flavoring  materials  or  essence  from 
such  mixture  may  be  captured  during 
concentration,  separately  concentrated, 
and  added  back  to  any  such  mixture,  to¬ 
gether  with  any  concentrated  essence 
accompanying  any  optional  fruit  ingre¬ 
dient. 

(b)  (1)  Each  of  the  fruit  juice  ingre¬ 
dients  referred  to  in  paragraph  (a)  of 
this  section  is  the  filtered  or  strained 
liquid  extracted  with  or  without  the  ap¬ 
plication  of  heat  and  with  or  without  the 
addition  of  water,  from  one  of  the  follow¬ 
ing  mature,  properly  prepared  fruits 
which  are  fresh,  frozen  and/or  canned: 

Factor  referred  to  in  paragraph  (d)(2)  of 


this  section 

Name  of  fruit: 

Apple -  7.  5 

Apricot  _  7.0 

Blackberry  (other  than  dewberry).  10.0 

Black  raspberry -  9. 0 

Boysenberry  _  10. 0 

Charry  _ _  7. 0 

Crabapple  _  6. 6 

Cranberry  _  9. 6 

Damson,  damson  plum _  7.0 

Dewberry  (other  than  boysenberry, 

loganberry,  and  youngberry) _  10.0 

Pig  . . — .  6.  6 

€k)oeeberry  _  12. 0  . 

Grape  _  7. 0 

Grapefruit _  11.0 

Greengage,  greengage  plum -  7.0 

Guava _  13. 0 

XiOganberry _  9. 6 

Orange  _  8. 0 

Peach  .  8.5 

Pineapple  _  7. 0 

Pliun  (other  than  damson,  green¬ 
gage,  and  prone) _  T.O 
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Name  of  fruit: 

Pomegranate -  6. 5 

Prickly  pear -  11.0 

Quince  -  7. 6 

Raspberry,  red  raspberry _  9. 6 

Bed  currant,  currant  (other  than 

black  currant) _  9.  5 

Strawberry  _  12. 5 

Youngberry _  10. 0 


(2)  The  permitted  combinations  are 
of  two,  three,  four,  or  five  of  the  fruit 
juice  ingredients  specified  in  paragraph 
(b)  (1)  of  this  section,  the  weight  of  each 
is  not  less  than  one-fifth  of  the  weight 
of  the  combination.  Each  such  fruit  juice 
ingredient  in  any  such  combination  is 
an  optional  ingredient. 

(c)  The  following  safe  and  suitable 
optional  ingredients  may  be  used; 

( 1 )  Nutritive  carbohydrate  sweeteners. 

(2)  Spice. 

(3)  Acidifying  agents. 

(4)  Pectin,  in  a  quantity  which  rea¬ 
sonably  compiensates  for  deficiency,  if 
any,  of  the  natural  pectin  content  of  the 
fruit  juice  ingredient. 

(5)  Buffering  agents. 

(6)  Preservatives. 

(7)  Antifoaming  agents  except  those 
derived  from  animal  fats. 

(8)  Mint  flavoring  and  artificial  green 
coloring,  in  case  the  fruit  juice  ingredi¬ 
ent  or  combination  of  fruit  juice  ingre¬ 
dients  is  extracted  from  apple,  crab- 
apple,  pineapple,  or  two  or  all  of  such 
fruits. 

(9)  Cinnamon  flavoring,  other  than 
artificial  flavoring,  and  artificial  red  col¬ 
oring  in  case  the  fruit  juice  ingredient 
or  combination  of  fruit  juice  ingredients 
is  extracted  from  apple  or  crabapple  or 
both  such  fruits. 

(d)  For  the  purposes  of  this  section: 

(1)  The  mixture  referred  to  in  para¬ 
graph  (a)  of  this  section  shall  contain 
not  less  than  45  parts  by  weight  of  the 
fruit  juice  ingredirats  as  measured  in 
accordance  with  paragraph  (d)(2)  of 
this  section  to  each  55  parts  by  weight 
of  saccharine  ingredient  as  measured  in 
accordance  with  paragraph  (d)  (4)  of 
this  section. 

(2)  Any  requirement  with  respect  to 
the  weight  of  any  fruit  juice  ingredient, 
whether  prepared  from  concentrated, 
imconcentrat^,  or  diluted  fruit  juice 
means  the  weight  determined  by  the  f<rf- 
lowing  method:  (i)  Determine  the  per¬ 
cent  of  soluble  solids  in  such  fruit  juice 
ingredient  by  the  method  for  soluble 
solids  referred  to  in  paragraph  (d)  (3)  of 
this  section;  (ii)  multiply  the  percent  so 
foimd  by  the  weight  of  such  fruit  juice 
ingredient;  (iii)  divide  the  result  by 
100;  (Iv)  subtract  from  the  quotient  the 
weight  of  any  added  saccharine  in¬ 
gredient  soUds  or  other  added  s<dlds;  and 
(V)  multiply  the  remainder  by  the  fitu:tor 
for  such  fruit  juice  irigredient  prescribed 
in  paragraph  (b)  of  this  section.  The  re¬ 
sult  Is  the  weight  of  the  fruit  juice 
ingredient. 

(3)  The  soluble-solids  content  of  the 
finished  jelly  is  not  less  than  65  percent, 
as  determined  by  the  method  prescribed 
in  “Official  Methods  of  Analysis  of  the 
Associati<m  of  Official  Analjrttcal  Chem¬ 
ists,”  11th  Ed.  (1970)  p.  526,  Sec.  31.011, 
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“Solids  By  Means  of  Refractometer — 
Official  Pinal  Action.”  • 

(4)  Ihe  weight  of  any  opticmal  sac¬ 
charine  ingredient  means  the  weight  of 
the  solids  of  such  ingredient. 

(e)  (1)  The  name  of  each  jelly  for 
which  a  definition  and  standard  of 
identity  is  prescribed  by  this  section  is 
as  follows: 

(1)  In  case  the  jelly  is  made  with  a 
single  fruit  juice  ingredient,  the  name  is 
“Jelly”,  preceded  or  followed  by  the  name 
or  synonym  whereby  the  fruit  from  which 
such  fruit  juice  ingredient  was  extracted 
is  designated  In  paragraph  (b)  of  this 
section. 

(ii)  In  case  the  jelly  is  made  with  a 
combination  of  two,  three,  four,  or  five 
fruit  juice  ingredients,  the  name  is 
“Jelly”,  preceded  or  follo.wed  by  the 
words  “Mixed  fruit”  or  by  the  names  or 
synonyms  whereby  the  fruits  from  which 
the  fruit  juice  ingredients  were  extracted 
are  designated  in  paragraph  (b)  of  this 
section,  in  the  order  of  pr^ominance,  if 
any,  of  the  weights  of  any  such  fruit 
juice  ingredients  in  the  combinaticm. 

(2)  Each  of  the  optional  Ingredients 
specified  in  paragrai^  (b)  and  (c)  of 
this  section  ^all  be  declared  (xi  the  label 
as  required  by  the  applicable  sections  of 
Part  101  of  this  chapter,  except  that: 

(i)  The  name(s)  of  the  fruit  or  fruits 
used  may  be  declared  without  specifying 
the  particular  form  of  the  fruit  or  fruits 
used. 

(ii)  When  the  optional  ingredients 
listed  in  paragraph  (c)  (3),  (4),  and  (5) 
of  this  section  are  declared  on  the  label, 
the  declaration  may  be  followed  by  the 
statement  “Used  as  needed”  on  all  jellies 
to  which  they  are  customarily,  but  not 
always,  added  to  compensate  for  natural 
variations  in  the  fruit  juice  ingredients 
used. 

§  150.141  .Artificially  SKcelencd  fruit 
jelly. 

(a)  The  artificially  sweetened  fruit 
jellies  for  which  definitions  and  stand¬ 
ards  of  identity  are  prescribed  by  this 
section  are  the  jellied  foods  made  from  a 
fruit  juice  ingredient  as  specified  in 
paragraph  (b)  of  this  section  and  an  ar¬ 
tificial  sweetening  ingredient  as  specified 
in  paragraph  (c)  of  this  section,  with  a 
jelling  ingredient  as  specified  in  para¬ 
graph  (d)  of  this  section.  Water  may 
be  added.  The  quantity  of  the  fruit 
juice  ingredient,  calculated  as  set  out  in 
§  150.140(b) ,  amoimts  to  not  less  than  55 
percent  by  weight  of  the  finished  food. 
The  article  is  sealed  in  containers  and  so 
processed  by  heat,  either  before  or  after 
sealing,  as  to  prevent  spoilage.  Such 
food  may  also  contain  one  or  more  of 
the  following  optional  ingredients: 

(1)  Spice,  spice  oil,  spice  extract. 

(2)  A  vinegar,  lemon  juice,  Ume  juice, 
citric  acid,  lactic  acid,  malic  acid,  tar¬ 
taric  acid,  fumaric  acid,  or  any  c<Hnbina- 
tion  of  two  or  more  of  these,  in  a  quantity 
which  reasonably  compensates  for  de- 


*  Copies  may  be  obtained  from:  Association 
of  Official  Analytical  Chemists,  P.O.  Box  640, 
Benjamin  Franklin  Station,  Washington,  D.C. 
20044. 
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flclency,  if  any,  of  the  natural  aciditj’  of 
ttw  fruit  juice  ingredient. 

(3)  Sodium  citrate,  sodium  acetate, 
sodium  tartrate,  monosodium  phosphate, 
dlsodium  phosphate,  trlsodlum  phos¬ 
phate.  sodium  potassium  tartrate,  potas¬ 
sium  citrate,  potassium  acid  tartrate,  or 
any  combination  thereof.  In  an  amount 
not  exceeding  2  ounces  avoirdupois  per 
100  pounds  of  the  finished  food. 

(4)  Sodium  hexametaidiosphate  in  an 
amount  not  exceeding  8  ounces  avoirdu¬ 
pois  per  100  poimds  of  tlie  finished  food. 

(5)  Piirific^  calcium  chloride,  calcium 
citrate,  calcium  gluconate,  calcium  lac¬ 
tate,  calcium  sulfate,  monocalcium  i^os- 
phaie,  potassium  chloride,  or  any  cmn- 
bination  of  two  or  more  of  these  salts, 
in  a  quantity  reasonably  necessary  to  en¬ 
able  the  Jelling  ingredients  to  produce  a 
jellied  finished  product 

(6)  Ascorbic  acid,  sorbic  acid,  sodium 
sortote,  potasslmn  sort>ate,  sodium  pro¬ 
pionate,  calcium  propionate,  sodium  boi- 
zoate,  tenzoic  acid,  methylparaben 
(methyl-p-hydroxybenzoate) ,  propyl¬ 
paraben  (propyl-p-hydroxybenzoate) ,  or 
any  combinatkm  of  two  or  more  of  these, 
in  a  quantity  reasonably  necessary  as  a 
preservative,  but  not  to  exceed  0.1  per¬ 
cent  by  weight  of  the  finished  food. 

(b)  The  fruit  juice  ingredient  referred 
to  in  paragraph  (a)  of  this  section  is  any 
one,  or  any  combination  of  two,  three, 
foiir,  or  five  of  the  fruit  juice  ingredients 
complying  with  the  requlrmients  of 
S  150.140(c) .  Except  as  paragraph  (d)  of 
this  section  permits  the  use  of  pectin, 
carrageenan,  or  salts  of  carrageenan 
stuidardized  with  nutritive  sweetener,  no 
nutritive  sweetening  ingredient  is  added, 
either  directly  or  indirectly,  to  the  fndt 
juice  ingredient  used  to  make  artificially 
sweetened  fruit  Jelly. 

(c)  The  artificial  sweetening  ingredi¬ 
ents  referred  to  in  paragraih  (a)  of  this 
section  are  saccharin,  sodium  saccharin, 
calcium  saccharin,  or  any  combination 
of  two  or  more  of  these. 

(d)  The  jelling  ingredients  referred  to 
in  paragraph  (a)  of  this  secti(xi  are  pec¬ 
tin.  agar-agar,  carob  bean  gum  (also 
called  locust  bean  gum) ,  guar  giun,  gum 
karaya,  gum  tragacant^  algln  (sodliun 
alginate) ,  sodiiun  carboxsrmethylcellulose 
(cellulose  gum),  methylc^ulose  (meet¬ 
ing  UBP.  requlronents  and  with  me- 
thoxy  content  not  less  than  27.5  percent 
and  not  more  than  31.5  percent  on  a  dry- 
weight  basis),  carrageenan  or  salts  of 
carrageenan  complying  with  the  require¬ 
ments  of  i  172.620  or  i  172.626  of  this 
chi4>ter,  or  any  combination  of  two  or 
more  of  these.  Pectin  may  be  standard¬ 
ized  with  a  nutritive  sweetening  Ingredi¬ 
ent,  but  such  sweetening  ingredient  *han 
not  amount  to  more  than  44  percent  by 
weight  of  the  standardised  pectin  and 
the  quantity  of  such  standUudlzed  pectin 
used  shall  not  exceed  3  percent  by  weight 
of  the  finished  food.  Carrageenan  (w  salts 
of  carrageenan  may  be  standardized  with 
a  nutritive  sweetening  Ingredient,  but 
such  sweetening  Ingredient  shall  not 
amount  to  more  than  25  percent  by 
weight  of  the  standardlaed  carrageenan 
mr  salts  ot  carrageenan  and  Um  quantity 
of  such  standardized  carrageenan  or 
salts  of  carrageenan  used  shall  not  er- 
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ceed  2  percent  by  weight  of  the  finished 
food. 

(e)  The  name  of  each  artificially 
sweetened  fruit  jelly  for  which  a  defini¬ 
tion  and  standard  of  identity  is  pre¬ 
scribed  by  this  section  consists  of  the 
words  “artifically  sweetened”,  immedi¬ 
ately  followed  by  the  name  prescribed  by 
S  150.140(e)(1)  for  the  fruit  jelly  which 
corresponds  in  its  fruit  Ingredient  to 
the  artificially  sweetened  article.  The 
words  “artificially  sweetened”  shall  be 
prominently  and  conspicuously  di^layed 
in  letters  not  smaller  than  the  largest 
letter  used  in  any  other  word  in  the  name 
of  the  food. 

(f) (1)  The  jelling  ingredient  used 

shall  be  named  on  the  label  by  a  state¬ 
ment  “ _ a<ided”  or  “with  added 

_ ",  the  blank  being  filled  in 

with  the  Common  name  of  the  jelling  in¬ 
gredient  used:  for  example,  “pectin  and 
methylcellulose  added”. 

(2)  l^en  one  of  the  optional  ingredi¬ 
ents  specified  in  paragraph  (a)  (1)  of 
thu  section  is  used,  the  label  shall  bear 

the  statement  “ _ added”  or 

“with  added _ ”,  the  blank  be¬ 

ing  filled  in  with  the  words  “spice”, 
“spice  oil”,  or  “spice  extract”  as  appro¬ 
priate,  but  in  lieu  of  the  word  “spice” 
in  such  statement  the  common  name  of 
the  spice  may  be  used. 

(3)  When  the  optkmal  ingredient 
specified  in  paragraph  (a)(4)  of  this 
section  is  used,  the  labti  shall  bear  the 
words  “sodiiun  hexametapbosphate  add¬ 
ed”  or  “with  added  sodium  hexameta- 
phosphate”. 

(4)  When  any  c4>tional  ingredient 

listed  in  paragraph  (a)  (6)  of  this  sec¬ 
tion  is  used,  the  label  shall  bear  the 
statement  “ _ added  as  a  pre¬ 

servative”,  the  blank  being  filled  In  with 
the  common  name  of  the  preservative 
ingredient  used  as  designated  in  para¬ 
graph  (a)  (6)  of  this  section. 

(g)  Wherever  the  name  of  the  food 
appears  on  the  label  of  the  artificially 
sweetened  fruit  jelly  so  conspicuously  as 
to  be  easily  seen  under  ciutomary  con¬ 
ditions  of  purchase,  the  words  and  state¬ 
ments  specified  in  this  section,  showing 
the  optional  ingredients  used,  im- 
medlatdy  and  conspicuotttiy  iwecede  or 
fc^ow  such  name,  without  intervening 
written,  printed,  or  graphic  matter,  ex¬ 
cept  that  the  varietal  name  of  the  fruit 
source  of  the  fruit  juice  ingredient  used 
in  iweparlng  such  jelly  may  so  Intervene. 

§  150.160  Fruit  preserves  and  jams. 

(a)  The  preserves  or  jams  for  which 
definitions  and  standsurds  of  identic  are 
luescrlbed  by  this  section  are  the  vtscoas 
or  semi-stdld  foods,  each  of  which  is 
made  from  a  mixture  composed  of  (me  or 
a  permitted  combination  of  the  fruit 
ingredients  si>eclfled  in  paragraidi  (b>  of 
this  section  and  one  or  any  comblnatitm 
of  the  opUcmal  ingredients  specified  In 
paragraph  (c)  of  this  section  which 
meets  the  specifications  in  paragraidi  (d) 
of  this  section,  and  which  is  labeled  in 
accordance  with  paragraph  (e)  (tf  this 
section.  Such  mixture,  with  or  without 
added  water,  is  concentrated  with  or 
without  heat  The  volatile  flavoring  ma¬ 
terial  from  such  mixture  may  be  cap- 
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tured  during  concentration,  separately 
concentrated,  and  added  back  to  any 
such  mixture,  together  with  any  concen¬ 
trated  essence  accompanying  any  op¬ 
tional  fruit  ingredient. 

(b) (1)  The  fruit  ingredients  referred 
to  in  paragraph  (a)  of  this  section  are 
the  following  mature,  properly  prepared 
fruits  which  are  fresh,  concentrated, 
frozen  and  'or  canned : 

OHOtTF  I  , 

Blackberry  (other  Orapefrult 

than  dewberry)  Huckleberry 

Black  raspberry  Loganberry 

Blueberry  Orange 

Boysenberry  Pineapple 

Cherry  Raspberry,  red 

Crabapple  raspberry 

Dewberry  (other  Rhubarb 

than  boysenberry.  Strawberry 

loganbe^,  and  Tangerine 

youngberry)  Tomato 

Elderberry  Yellow  tomato 

Orape  Youngberry 

OaouF  n 

Apricot  Nectarine 

Chwnberry  Peach 

Damson,  damson  Pear 

plum  Plum  (other  than 

Pig  greengage  plum 

Oooaeberry  and  damson  plum) 

Oremgaga.  Qiance 

greeng^age  plum  Red  currant,  currant 

Ouava  (other  than  black 

currant) 

(2)  The  following  combinations  of 
fruit  ingredients  may  be  used: 

(!)  Any  combination  of  two,  three, 
four,  or  five  of  such  fruits  in  which  the 
weight  of  ea(^  is  not  less  than  one-fifth 
(rf  the  weight  of  the  combination;  except 
that  the  weight  of  pineapple  may  be  not 
less  than  onO^tenth  of  the  weight  of  the 
combination. 

(11)  Any  combination  of  apple  and  one. 
two,  three,  or  four  of  such  fruits  In 
which  the  weight  of  each  is  not  less  than 
one-fifth  and  the  weight  of  apple  is  not 
more  than  one-half  of  the  wel^t  of  the 
combination;  except  that  the  weight  of 
irineiqjple  may  be  not  less  than  one-tenth 
of  the  weight  of  the  combination. 

In  any  ccunbinatlon  of  two.  three,  four,  or 
five  fruits,  each  such  fruit  is  an  (H>tional 
Ingredient.  For  the  purposes  of  this  sec¬ 
tion  the  word  “fruit”  Includes  the  vege¬ 
tables  specified  In  this  paragraph. 

(c)  The  following  safe  and  suitable  op¬ 
tional  ingredients  may  be  used: 

(1)  Nutritive  carbohydrate  sweeteners. 

(2)  ^dce. 

(3)  Acidifying  agents. 

(4)  Pectin.  In  a  (juantlty  which  reason¬ 
ably  ciRnpensates  for  deficiency.  If  any, 
of  the  natural  pectin  content  of  the  fruit 
Ingredient. 

(5)  Buffering  agents. 

(6)  Preservatives. 

(7)  Antlfoeming  agents,  except  those 
derived  from  animal  fat. 

(d)  For  the  purposes  of  this  section: 
(1)  The  mixture  referred  to  in  para- 

gnmh  (a)  of  this  sectlcm  shall  be  com- 
poskl  of  not  less  than:  (1)  In  the  case  of 
a  fruit  Ingredient  consisting  of  a  Oroup 
I  fruit  or  a  permitted  combination  ex¬ 
clusively  of  Group  I  fruits,  47  parts  by 
weight  of  the  fruit  ingredient  to  each  55 
parts  by  weight  of  the  saccharine  Ingre- 
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dient;  and  (ii)  in  all  other  cases,  45  parts 
by  weight  of  the  fruit  ingredient  to  each 
55  parts  by  weight  of  the  saccharine  in¬ 
gredient.  The  weight  of  the  fruit  Ingre¬ 
dient  shall  be  determined  in  accordance 
with  paragraph  (d)  (2)  of  this  section, 
and  the  weight  of  the  saccharine  ingre¬ 
dient  shall  be  determined  in  accordance 
with  paragraph  (d)  (5)  of  this  section. 

,(2)  Any  requirement  with  respect  to 
the  weight  of  any  fruit,  ccanbination  of 
fruits,  or  fruit  ingredient  means: 

(i)  The  weight  of  fruit  exclusive  of  the 
weight  of  any  sugar,  water,  or  other  sub¬ 
stance  added  for  any  processing  or  pack¬ 
ing  or  canning,  or  otherwise  added  to 
such  fruit. 

(ii)  In  the  case  of  fruit  prepared  by 
the  removal,  in  whole  or  in  part,  of  pits, 
seeds,  skins,  cores,  or  other  parts;  the 
weight  of  such  fruit,  exclusive  of  the 
weight  of  all  such  substances  removed 
therefrom. 

(iii)  In  the  cases  of  apricots,  cherries, 
grapes,  nectarines,  peaches,  and  all  va¬ 
rieties  of  plums,  whether  or  not  pits  and 
seeds  are  removed  therefrom;  the  weight 
of  .such  fruit,  exclusive  of  the  weight  of 
such  pits  and  seeds. 

(iv)  In  the  case  of  concentrated  fruit, 
the  weight  of  the  properly  prepared  fresh 
fruit  used  to  produce  such  concentrated 
fruit. 

(3)  The  term  “concentrated  fruit” 
means  a  concentrate  made  from  the 
properly  prepared  edible  portion  of 
mature  fresh  or  frozen  fruits  by  removal 
of  moisture  with  or  without  the  use  of 
heat  or  vacuum,  but  not  to  the  point  of 
dndng.  Such  concentrate  is  canned  or 
frozen  without  the  addition  of  sugar  or 
other  sweetening  agents  and  is  identified 
to  show  or  permit  the  calculation  of  the 
weight  of  the  properly  prepared  fresh 
fruit  used  to  produce  any  given  gualhtity 
of  such  concentrate.  The  volatile  flavor¬ 
ing  material  or  essence  from  such  fruits 
may  be  captured  during  concentration 
and  separately  concentrated  for  subse¬ 
quent  addition  to  the  concentrated  fruit 
either  directly  or  during  manufacture  of 
the  preserve  or  jam,  in  the  original  pro¬ 
portions  present  in  the  fruit. 

(4)  The  weight  of  any  optional  sac¬ 
charine  ingredient  means  the  weight  of 
the  solids  of  such  ingredient. 

(5)  The  soluble-solids  content  of  the 
finished  jam  or  preserve  is  not  less  than 
65  percent,  as  determined  by  the  method 
prescribed  in  “Official  Methods  of  Anal¬ 
ysis  of  the  Association  of  Official  Ana¬ 
lytical  Chrantsts,”  11th  Ed.  (1970)  p.  371, 
Sec.  22.019,  “Soluble  Solids  (By  Re- 
fractometer)  in  Fresh  and  Canned 
Fruits,  Jams,  Marmalades,  and  Pre¬ 
serves — Official  First  Action,”  2  except 
that  no  correction  is  made  for  water- 
insoluble  solids. 

(e)(1)  The  name  of  each  preserve  or 
jam  for  which  a  definition  and  standard 
of  identity  is  prescribed  by  this  section 
is  as  follows; 

(i)  If  the  fruit  ingredient  is  a  single 
fruit,  the  name  is  “Preserve”  or  “Jam”, 


*  C<^iee  may  be  obtained  from:  Association 
of  Official  Analytical  Chemists,  P.O.  Box  640, 
Benjamin  Franklin  Station,  Washington,  D.C. 
30044. 


preceded  or  followed  by  the  name  or 
synonym  whereby  such  fruit  is  desig¬ 
nated  in  paragraph  (b)  of  this  section. 

(ii)  If  the  fruit  ingredient  is  a  com¬ 
bination  of  two,  three,  four,  or  five  fruits, 
the  name  is  “Preserve”  or  “Jam”,  pre¬ 
ceded  or  followed  by  the  wco'ds  “Mixed 
fruit”  or  by  the  names  or  synonyms 
whereby  such  fruits  are  designated  in 
paragraph  (b)  of  this  section,  in  the 
order  of  predominance,  if  any,  of  the 
weights  of  such  fruits  in  the  combina¬ 
tion. 

(2)  Each  of  the  optional  ingredients 
specified  in  paragraphs  (b)  and  (c)  of 
this  section  shall  be  declared  on  the  label 
as  required  by  the  applicable  sections 
of  Part  101  of  this  chapter,  except  that: 

(i)  The  name(s)  of  the  fruit  or  fruits 
used  may  be  declared  without  specifying 
the  particular  form  of  the  fruit  or  fruits 
used. 

(ii)  When  the  optional  ingredients 
listed  in  paragraph  (c)  (3),  (4),  and  (5) 
of  this  section  are  declared  on  the  label, 
the  declaration  may  be  followed  by  the 
statement  “used  as  needed”  on  all  pre¬ 
serves  or  jams  to  which  they  are  custom¬ 
arily,  but  not  always,  added  to  com¬ 
pensate  for  natural  variations  in  the 
fruit  ingredients  used. 

§  150.161  Artificially  sMCcIcncd  fruit 
preserves  and  jams. 

(a)  The  artificially  sweetened  fruit 
preserves  or  artificially  sweetened  fruit 
jams  for  which  definitions  and  standards 
of  identity  are  prescribed  by  this  section 
are  the  viscous  or  semisolid  foods  made 
from  a  fruit  ingredient  as  specified  in 
paragraph  (b)  of  this  sectitm  and  an  ar¬ 
tificial  sweetening  ingredient  as  specified 
in  paragraph  (c)  of  this  section,  and 
with  or  without  water  and  a  jelling  in¬ 
gredient  as  specified  in  paragraph  (d)  of 
this  section.  The  quantity  of  the  fruit 
ingredient  amounts  to  not  less  than  55 
percent  by  weight  of  the  finished  food. 
The  article  is  sealed  In  containers  and 
so  processed  by  heat,  either  before  or 
after  sealing,  as  to  prevent  spoilage.  Such 
food  may  also  contain  one  or  more  of 
the  following  optional  ingredients: 

(1)  Spice,  spice  oil,  spice  extract. 

(2)  A  vinegar,  lemon  juice,  lime  juice, 
citric  acid,  lactic  acid,  malic  acid,  tar¬ 
taric  acid,  fumaric  acid,  or  any  combina¬ 
tion  of  two  or  more  of  these,  in  a  quantity 
which  reasonably  compensates  for  de¬ 
ficiency,  if  any,  of  the  natural  acidity  of 
the  fruit  ingredient. 

(3)  Sodium  citrate,  sodium  acetate, 
sodium  tartrate,  monosodium  phosphate, 
disodium  phosphate,  trisodium  f^os- 
phate,  sodium  potassium  tartrate,  potas¬ 
sium  citrate,  potassium  acid  tartrate,  or 
any  combination  thereof,  in  an  amount 
not  exceeding  2  ounces  avoirdupois  per 
100  pounds  of  the  finished  f(X)d. 

(4)  Sodium  hexametaphosphate  in  an 
amount  not  exceeding  8  ounces  avoirdu¬ 
pois  per  100  pounds  of  the  finished  f(X>d. 

(5)  Purified  calcium  chloride,  calcium 
citrate,  calcium  gluconate,  calcium  lac¬ 
tate.  calcium  sulfate,  numocalcium  phos¬ 
phate.  potassium  chloride,  or  any  com¬ 
bination  of  two  or  more  of  these  salts,  in 
a  quantity  reasonably  necessary  to  en¬ 


able  the  jelling  Ingredients  to  produce  a 
jelled  finished  product. 

(6)  Ascorbic  acid,  sorbic  aCid,  sodium 
sorbate,  potassium  sorbate,  sodium  pro¬ 
pionate,  calcium  propionate,  sodium 
benzoate,  benzoic  acid,  methylparaben 
(methyl-p-hydroxybenzoate) ,  propyl¬ 
paraben  (propyl-p-hydroxybenzoate),  or 
any  combination  of  two  or  more  of  these, 
in  a  quantity  reasonably  necessary  as  a 
preservative  but  not  to  exceed  0.1  per¬ 
cent  by  weight  of  the  finished  food. 

(b)  The  fruit  ingredient  referred  to  in 
paragraph  (a)  of  this  section  is  any  one, 
or  any  combination  of  two,  three,  four,  or 
five  of  the  fruit  ingredients  complying 
with  the  requirements  of  §  150.160(b) 
and  (c) .  Except  as  paragraph  (d)  of  this 
section  permits  the  use  of  pectin,  carra¬ 
geenan,  or  salts  of  carrrageenan  stand¬ 
ardized  with  nutritive  sweetener,  no  nu¬ 
tritive  sweetening  ingredient  4s  added, 
either  directly  or  indirectly,  to  the  fruit 
ingredient  used  to  make  artificially 
sweetened  fruit  preserves  or  artificially 
sweetened  fruit  jam. 

(c)  The  artificial  sweetening  ingredi- 
etits  referred  to  in  paragraph  (a)  of  this 
section  are  saccharin,  sodium  saccharin, 
calcium  saccharin,  or  any  combination 
of  two  or  more  of  these. 

(d)  The  jelling  Ingredients  referred  to 
in  paragraph  (a)  of  this  section  are 
pectin,  agar-agar,  carob  bean  gum  (also 
called  locust  bean  gum) .  guar  gum,  gum 
karaya,  giun  tragacanth,  algin  (sodium 
alginate) ,  sodium  carboxymethylcellu- 
lose  (cellulose  gum),  methylcellulose 
(meeting  U.S.P.  requirements  and  with 
methoxy  content  not  less  than  27.5  per¬ 
cent  and  not  more  tban  31.5  percent  on 
a  dry-weight  basis) ,  carrageenan  or  salts 
of  carrageensm  complying  with  the  re¬ 
quirements  of  §  172.620  or  §  172.626  of 
this  chapter,  or  any  combination  of  two 
or  more  of  these.  Pectin  may  be  stand¬ 
ardized  with  a  nutritive  sweetening  in¬ 
gredient,  but  such  sweetening  ingredient 
shall  not  amount  to  more  than  44  per¬ 
cent  by  weight  of  the  standardized 
Iiectin  and  the  quantity  of  such  stand¬ 
ardized  pectin  used  shall  not  exceed  3 
percent  by  weight  of  the  finished  food. 
Carrageenan  or  salts  of  carrageenan 
may  be  standardized  with  a  nutritive 
sweetening  ingredient,  but  such  sweet¬ 
ening  ingredient  shall  not  amount  to 
more  than  25  percent  by  weight  of  the 
standardized  carrageenan  or  salts  of 
carrageenan  and  the  quantity  of  such 
standardized  carrageenan  or  salts  of 
carrageenan  used  shall  not  exceed  2  per¬ 
cent  by  weight  of  the  finished  food. 

(e)  The  name  of  each  artificially 
sweetened  fruit  preserve  or  artificially 
sweetened  fruit  Jam  for  which  a  defini¬ 
tion  and  standard  of  identity  is  pre¬ 
scribed  by  this  section  consists  of  the 
words  “artificially  sweetened”  immedi¬ 
ately  followed  by  the  name  prescribed 
by  i  150.160(e)  (1)  for  the  fruit  preserves 
or  jams  which  correspond  in  fruit 
ingredient  to  the  artificially  sweetened 
article.  The  words  “artificially  sweet¬ 
ened”  shall  be  prominently  and  c(mspic- 
uously  displayed  in  letters  not  smaller 
than  the  largest  letter  used  in  any  other 
word  in  the  name  of  the  food. 
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(f) (1)  The  Jelling  Ingredient  used 

shall  be  named  cm  the  labd  by  a  state¬ 
ment  “ _ added"  or  “with  added 

_ ”,  the  blank  being  filled  In 

with  the  common  name  of  the  Jelling 
Ingredient  used. 

(2)  When  one  of  the  opticmal  ingredl-. 
ents  specified  In  paragrai^  (a)(l>  of 
this  section  Is  used,  the  label  shall  bear 

the  statonent,  “ _ added"  or 

“with  added _ ”,  the  blank  be¬ 

ing  filled  in  with  the  words  “spice”,  “spice 
oil",  or  “spice  extract”  as  appropriate, 
but  in  lieu  of  the  word  “spice”  in  such 
statement  the  cmnmon  name  of  the  spice 
may  be  used. 

(3)  When  the  optional  ingredient 
specified  in  paragraph  (a)  (4)  of  this  sec¬ 
tion  is  iised,  the  label  shall  bear  the  words 
“sodimn  hexametaphosphate  added”  or 
“with  added  sodium  hexametaphos¬ 
phate”. 

(4)  When  any  optional  ingredient 

listed  in  paragraph  (a)  (6)  of  this  section 
is  used,  the  label  shall  bear  the  state¬ 
ment  “ _ _  added  as  a  pre¬ 

servative",  the  blank  being  filled  in  with 
the  common  name  by  which  the  preserv¬ 
ative  ingredient  us^  is  designated  in 
paragraph  (a)  (6)  of  this  section. 

(g)  Wherever  the  name  of  the  food 
appears  on  the  label  of  the  artificially 
sweetened  fruit  preserve  or  artificially 
sweetened  fruit  Jam  so  conspicuously  as 
to  be  easily  seen  under  customary  condi¬ 
tions  of  purchase,  the  words  and  state¬ 
ments  specified  in  this  section,  showing 
the  opti<mal  ingredients  used,  shall  im¬ 
mediately  and  conspicuously  precede  or 
follow  such  name  without  Intervening 
written,  printed,  or  graphic  matter,  ex¬ 
cept  that  the  varietal  name  of  the  fruit 
used  in  preparing  such  preserve  or  Jam 
may  so  intervene. 


PART  152— FRUIT  PIES 
Subpart  A — [RMamad] 

Subpart  B — Raquiramanta  for  Spacific 
Standaraizad  FruM  Plaa 

Sec. 

152.136  Frozen  cherry  pie. 

Authoritt:  Secs.  401.  701,  53  Stat.  1046 
as  amended,  1055-1056  as  amended  (21  U.S.C. 
341,  371). 

Subpart  A — [Reserved] 

Subpart  B — Requirements  for  Specific 
Standardized  Fruit  Pies 

§  132.126  Frozen  cherry  pie. 

(a)  Identity — (1)  Frozen  cherry  pie 
(excluding  baked  and  then  frozen)  is  the 
food  prepared  by  incorporating  in  a 
filling  contained  in  a  pastry  shell  mature, 
pitted,  stemmed  cherries  that  are  fresh, 
frozen,  and/or  canned.  The  top  of  Uie 
pie  may  be  open  or  it  may  be  wholly  or 
partly  covered  with  pastry  or  other  suit¬ 
able  topping.  Filling.  paatiT,  and  topping 
components  of  the  food  consist  of 
tkmal  ingredients  as  prescribed  by  para¬ 
graph  (a)  (2)  of  this  section.  The  finished 
food  is  frozen. 

(2)  The  optional  ingredients  referred 
to  in  paragn^  (a)  (1)  of  this  section 
consist  of  suitable  substances  that  are 


not  food  additives  as  defined  in  section 
201  (s)  of  the  Federal  Food,  Drug,  and 
Cosmetic  Act  or  color  additives  as  defined 
in  section  201  (t>  (rf  the  act;  or  if  they  are 
food  additives  or  color  additives  as  so 
defined,  they  are  used  in  conformity  with 
regulations  esttd>llshed  pursuant  to  sec¬ 
tion  409  or  706  of  the  act.  Ingredioits 
that  perform  a  useful  fimction  in  the 
formulation  of  the  filling,  pastry,  and 
topping  componmts.  when  used  in 
amounts  reasonably  required  to  accom¬ 
plish  their  intended  effect,  are  regarded 
as  suitable  except  that  artificial  sweet¬ 
eners  are  not  suitable  ingredients  of 
frozen  cherry  pie. 

(3)  The  name  of  the  food  for  which 
a  definition  and  standard  of  identity  is 
established  by  this  section  is  frozen 
cherry  pie:  however,  if  the  maximum 
diameter  of  the  food  (measured  across 
opposite  outside  edges  of  the  pastry 
shell)  is  not  more  than  4  inches,  the  food 
alternatively  may  be  designated  by  the 
name  frozen  cherry  tart.  The  word 
“frozen”  may  be  omitted  from  the  name 
on  the  label  if  such  omission  is  not  mis¬ 
leading. 

(4>(i>  Each  of  the  optional  ingredi¬ 
ents  used  shall  be  declar^  on  the  label  as 
required  by  the  applicable  sections  of 
Part  101  of  this  chapter. 

(il>  The  label  shall  not  bear  any  mis¬ 
leading  pictorial  representation  of  the 
cherries  in  the  pie. 

(b)  Quality — (1)  The  standard  of 
quality  for  frozen  cherry  pie  is  as  fol¬ 
lows: 

(i)  The  fruit  content  of  the  pie  is  such 
that  the  weight  of  the  washed  and 
drained  cherry  content  is  not  less  than 
25  percent  of  the  weight  of  the  pie  when 
determined  by  the  procedure  prescribed 
by  paragraph  (b>  (2)  of  this  section. 

(ii>  Not  more  than  15  percent  by  count 
of  the  cherries  in  the  pie  are  blemished 
with  scab,  hall  injiuy,  discoloration,  scar 
tissue,  or  other  abnormality.  A  cherry 
showinsr  skin  discoloration  (other  than 
scald)  having  an  aggregate  area  exceed- 


(3)  If  the  quality  of  the  frozen  cherry 
pie  falls  below  the  standard  of  qusdlty 
prescribed  by  paragraph  (b)(1)  of  this 
section,  the  latel  shall  bear  the  general 
statement  of  substandard  quality  speci¬ 
fied  in  S  130.14(a)  of  this  chapter,  in  the 
manner  and  form  specified  therein;  but 
in  lieu  of  the  words  prescribed  for  the 
second  line  inside  the  rectangle,  the 
label  may  bear  the  sdternative  statement 

“Below  standard  in  quality _ ”, 

the  blank  being  filled  in  with  the  follow¬ 
ing  words,  as  applicable:  “too  few  cher¬ 
ries",  or  “blemished  chenies".  Such 
alternative  statement  shall  immediately 
and  conspicuously  precede  or  follow, 
without  intervening  written,  printed,  or 
grm>hic  matter,  the  name  of  the  food  as 
prescribed  by  paragraph  (a'/  of  this 
section. 


ing  that  of  a  circle  nine  thirty -seconds 
of  an  inch  in  diameter  is  considered  to  be 
blemished.  A  cherry  showing  discolora- 
tl(m  of  any  area  but  extending  into  the 
fruit  tissue  is  also  considered  to  be 
blemished. 

(2)  Compliance  with  the  requirement 
for  the  weight  of  the  washed  and  drained 
cherry  content  of  the  pie,  as  prescribed 
by  paragraph  (b)  (1)  (i)  of  this  section,  is 
determined  by  the  following  procedure: 

(i>  Select  a  random  sample  from  a 
lot: 

(a>  At  least  24  containers  if  they  bear 
a  weight  declaratitm  of  16  ounces  or  less. 

(b)  Enough  containers  to  provide  a 
total  quantity  of  declared  weight  of  at 
least  24  pounds  if  they  bear  a  weight 
declaration  of  more  than  16  ounces. 

(ii)  Determine  net  weight  of  each  fro¬ 
zen  pie. 

(ill)  Temper  the  pie  until  the  top  crust 
can  be  removed. 

(iv)  Remove  the  filling  and  cherries 
from  the  pie  and  transfer  to  the  surface 
of  a  previously  weighed  12-inch  diameter 
n.S.  No.  8  sieve  (0.094-inch  op«ilngs> 
stacked  on  a  U.S.  No.  20  sieve  (0.033- 
inch  openings) . 

(v)  Distribute  evenly  over  the  surface 
and  wash  with  a  gentle  spray  of  water 
at  TO^-TO’  F  to  free  the  cherries  and 
cherry  fragments  from  the  adhering 
material. 

(vi>  Remove  tlie  U.S.  No.  8  sieve  and 
examine  the  U.S.  No.  20  sieve  and  trans¬ 
fer  all  cherry  fragments  to  the  U.S.  No- 
8  sieve. 

(vii)  Drain  the  cherry  contents  on  the 
No.  8  sieve  for  2  minutes  in  an  inclined 
position  (ld”-30*  slope).  Weigh  the  U.S. 
No.  8  sieve  and  the  washed  and  drained 
cherries  to  the  nearest  0.01  ounce. 

(vlll)  The  weight  of  the  washed  and 
drained  cherries  is  the  weight  of  the 
sieve  and  the  cherry  material  less  the 
weight  of  the  sieve.  Calculate  the  percent 
of  the  cherry  content  (ff  each  iiie  with 
the  following  formula,  and  then  calcu¬ 
late  the  average  percent  of  the  entire 
random  sample: 


PART  155— CANNED  VEGETABLES 

Subpart  /^tKamarvad] 

Subpart  B — Raquiramanta  for  Spacific 
Standardizad  Catwiad  VapataMaa 

Sec. 

155.120  Canned  green  beans  and  canned 
wax  beans. 

155.130  Canned  corn. 

155.131  Canned  field  com 
155.170  Canned  peas. 

155.172  Canned  dry  peas. 

155.190  Canned  tomatoes. 

155.191  Tomato  paste. 

155.192  Tomato  puree. 

155.194  Catsup. 

155.200  Certain  other  canned  vegetables. 

155.201  Canned  mushromns. 

Anthoeitt:  Secs.  401,  701,  52  SUt.  1046 

as  amended,  1055-1056  as  amended  (31  U.S.C. 
341,  371)  unless  otherwise  Indicated. 


ivroeiit  o(  tlir  rherry  ooutriit  of  tlir  |>ip  = 


Wpifflit  of  wa.sli«-<I  ni!«l  driUrird  rfnTri«'< 


Net  weirht  of  pie 


—  XKO. 
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Subpart  A — [Reserved] 

Subpart  B — Requirements  for  Specific 
StaiKiardized  Canned  Vegetables 

§  155.120  Canned  green  beans  and 
canned  wax  beans. 

(a)  Identity — (1)  Definition.  Canned 
green  beans  and  canned  wax  beans  are 
the  foods  prepared  from  succulent  pods 
of  fresh  green  bean  or  wax  bean  plants 
conforming  to  the  characteristics  of 
Phaseolus  vulgaris  L.  and  Phaseolus  coc- 
cineus  L.  The  optional  color  and  varietal 
types  and  styles  of  the  bean  ingredient 
are  set  forth  in  paragraph  (a)  (2)  of  this 
section.  The  product  is  packed  with  water 
or  other  suitable  aqueous  liquid  medium 
to  which  may  be  added  one  or  more  of 
the  other  optional  ingredients  set  forth 
in  paragraph  (a)(3)  of  this  section.  Such 
food  is  so  processed  by  heat,  in  an  appro¬ 
priate  manner  before  or  after  being 
sealed  in  a  container,  as  to  prevent  spoil¬ 
age. 

(2)  Optional  color  and  varietal  types 
and  styles  of  pack.  The  optional  color 
and  varietal  types  and  styles  of  the  bean 
ingredient  referred  to  in  paragraph  (a) 
(1)  of  this  section  are: 

(I)  Optional  color  types.  The  beans 
shall  be  one  of  the  following  distinct 
color  types:  (a)  Green;  or  (b)  Wax. 

(II)  Optional  varietal  types — (a) 
Round.  Beans  having  a  width  not  greater 
than  1  %  times  the  thickness  of  the  bean; 
or 

(b)  Flat.  Beans  having  a  width  greater 
than  1  ^  times  the  thickness  of  the  bean. 

(lil)  Optional  styles  of  pack — (a) 
Whole.  Whole  pods  of  any  length. 

(b)  Shoestring  or  sliced  lengthwise  or 
French  style.  Pods  sliced  lengrthwlse  or 
at  an  angle  of  less  than  45*  tx>  the  longi¬ 
tudinal  axis. 

(c)  Cuts.  Transversely  cut  pods  not 
less  than  19  mm  (0.75  in)  l<mg  as  meas¬ 
ured  along  the  longitudinal  axis,  which 
may  contain  the  shorter  md  pieces  that 
result  from  cutting  such  pods. 

(d)  Short  cuts.  Pieces  of  pods  cut 
transversely  of  which  75  percent,  by 
count,  or  more  are  less  than  19  mm  (0.75 
In)  in  length  and  not  more  than  1  per¬ 
cent  by  count  are  more  than  32  mm 
(1)4  in)  in  length. 

(e)  Diagonal  cuts.  Pods  cut  in  lengths 
as  specified  in  paragraph  (a)  (2)  (Hi)  (c) 
of  this  section,  except  the  pods  are  cut 
at  an  angle  approkimat^y  45*  to  the 
longitudinal  axis. 

(/)  Diagonal  short  cuts.  Pods  cut  in 
len^hs  as  specified  in  paragraph  (a)  (2) 
(ill)  (d)  of  this  section,  except  the  pods 
are  cut  at  an  angle  approximately  45* 
to  the  longitudinal  axis. 

(fir)  Mixture.  Any  mixture  of  two  or 
more  of  the  styles  specified  in  paragraph 
(a)  (2)  (ill)  (a)  to  (/),  inclusive,  of  this 
section. 

(3)  Optional  ingredients.  In  addition 
to  the  optional  packing  media  listed  in 
paragraph  (a)  (1)  of  this  section  and  the 
optional  types  and  styles  of  beans  in¬ 
gredient  listed  in  panignqh  (a)(2)  of 
this  section,  the  following  safe  and  suit¬ 
able  opUonal  ingredients  may  be  used: 

(1)  Salt 

(ii)  Monosodium  glutamate. 


(ill)  Disodlum  inosinate. 

(iv)  DisocUiun  guanjdate. 

(V)  Hydrolyzed  vegetable  protein. 

(vi)  Autolyzed  yeast  extract 

(vii)  Nutritive  carbohydrate  sweeten¬ 
ers. 

(viii)  Spice. 

(ix)  Flavoring  (except  artificial) . 

(x)  Pieces  of  green  or  red  peppers  or 
mixtures  of  both,  either  of  which  may  be 
dried,  or  other  vegetables  not  exceeding 
in  total  15  percent  by  weight  of  the  fin¬ 
ished  product. 

(xi)  Vinegar. 

(xii)  Lemon  juice  or  concentrated 
lemon  juice. 

(xiii)  Mint  leaves. 

(xiv)  Butter  or  margarine  in  a  quan¬ 
tity  of  not  less  than  3  perc^t  by  weight 
of  the  finished  product  When  butter  or 
margarine  is  added,  emulsifiers  or  sta¬ 
bilizers,  or  both,  may  be  added.  No  spice 
or  flavoring  simulating  the  color  or  flavor 
imparted  by  butter  or  margarine  is  used. 

(4)  Labeling — (1)  The  name  of  the 
food  is  “green  beans”  or  “  wax  beans”  as 
appropriate.  Wax  beans  may  be  addition¬ 
ally  designated  “golden”  or  “yellow”. 

(ii)  The  following  shall  be  included 
as  part  of  the  name  or  in  conjunction 
with  the  name  of  thelood: 

(o)  A  declaration  of  any  flavoring 
that  characterizes  the  product,  as  speci¬ 
fied  in  §  101.22  of  this  chapter. 

(b)  A  declaration  of  any  spice,  sea¬ 
soning,  or  garnishing  that  character¬ 
izes  the  product,  e.g.,  “with  added  spice”, 
or,  in  lieu  of  the  word  spice,  the  common 
name  of  the  spice,  eg.,  “seasoned  with 
green  peppers”. 

(c)  The  name  of  the  optional  style  of 
pack  of  bean  Ingredient  as  set  forth  in 
paragraph  (a)  (2)  (ill)  of  this  section  or, 
if  a  product  consists  of  a  mixture  of  such 

styles,  the  words  “mixture  of _ ”, 

the  blank  to  be  filled  in  with  the  names 
of  the  styles  present,  arranged  in  the 
order  of  decreasing  predominance,  if 
any,  by  weight  of  such  ingredients.  If 
the  product  consists  of  whole  beans  and 
the  pods  are  packed  parallel  to  the  sides 
of  the  container,  the  word  “whole”  may 
be  preceded  or  followed  by  the  words 
“vertical  pack”,  or  if  the  pods  are  cut  at 
both  ends  and  are  of  substantially  equal 
lengths,  the  words  “asparagus  style”  may 
be  used  in  lieu  of  the  words  “verticid 
pack”.  If  the  product  consists  of  “short 
cuts”  or  “diagonal  short  cuts”  a  numer¬ 
ical  expression  indicating  the  predcnn- 
inate  length  of  cut  in  the  finished  food 
may  be  used  in  Ueu  of  the  word  “short”, 
e.g.,  “%  inch  cut”. 

(ill)  The  following  may  be  Included  in 
the  name  of  the  food; 

(o)  The  word  “stringless”  where  the 
beans  are  -in  fact  stringless. 

(b)  The  name  of  the  optional  varietal 
type  as  specified  in  paragraph  (a)(2) 
(ii)  of  this  section. 

(iv)  If  a  term  designating  diameter  is 
used,  it  shall  be  sunx^rted  by  an  exact 
graphic  r^resentatlon  of  the  cross  sec¬ 
tion  of  the  bean  pod  or  by  a  statement 
of  the  maximum  dlamet^  in  oomnuxi  or 
decimal  fractions  of  an  inch  and.  option¬ 
ally,  by  the  millimeter  equivalent  stated 
parenthetically.  The  diameter  of  a 


whole,  cut,  diagonal  cut,  or  short  cut  is 
determined  by  measxirlng  the  thickest 
portion  ot  the  pod  at  the  shorter  di¬ 
ameter  of  the  bean  perpendlciilar  to  the 
longitudinal  axis. 

(5)  Ingredient  statement.  The  name 
of  each  optional  ingredient  used  shall 
be  declared  on  the  label  as  required  by 
the  applicable  sections  of  Part  101  of  this 
chapter. 

(b)  Quality — (1)  When  tested  by  the 
method  prescribed  in  paragraph  (b)  (2) 
of  this  section: 

(1)  In  the  case  of  cut  beans  and  di¬ 
agonal  cut  beans  imder  paragraph  (a) 
(2)  (iii)  (c)  and  (d)  ot  this  section  and 
mixtures  of  two  or  more  optional  forms 
under  paragraph  (a)  (2)  (lil)  (fir)  of  this 
section,  not  more  than  60  units  per  340  g 
(12  oz)  drained  weight  are  less  than 
13  mm  (0.50  in)  long:  Provided,  That 
where  the  number  of  units  per  340  g  (12 
oz)  drained  weight  exceeds  240,  not  more 
than  25  percent  by  coimt  of  the  total 
units  are  less  than  13  mm  (0.50  in)  long. 

(ii)  Not  more  than  5  percent  by  weight 
of  the  imits  may  possess  strings  that 
will  support  the  weight  of  250  g  (8.8  oz) 
for  5  seconds  or  longer. 

(iii)  The  deseeded  pods  contain  not 
more  than  0.15  percent  by  weight  of 
fibrous  material. 

(iv)  There  are  not  more  than  10  per¬ 
cent  by  weight  of  blonished  units  of 
which  amount  not  more  than  one-half 
may  be  materially  damaged  by  Insect  or 
pathological  injury.  A  unit  is  considered 
blemished  when  the  aggregate  blem¬ 
ished  area  exceeds  the  area  of  a  circle 
3  mm  (Vs  in)  in  diameter.  Materially 
damaged  means  that  the  imlt  is  dam¬ 
aged  to  the  extent  that  the  appearance 
or  eating  quality  of  the  unit  is  serloiuly 
affected. 

(v)  There  are  not  more  than  8  \m- 
stemmed  units  per  340  g  (12  oz)  drained 
weight. 

(vl)  The  combined  number  of  leaves, 
detached  stems,  and  other  extraneous 
vegetable  matter  shall  not  average  more 
than  3  pieces  per  340  g  (12  oz)  drained 
beans. 

(2)  Canned  beans  shall  be  tested  by 
the  foUowlng  method  to  determine 
whether  they  meet  the  requirements  of 
paragraph  (b)(1)  of  this  section: 

(1)  Distribute  the  contents  of  the  con¬ 
tainer  over  the  meshes  of  a  n.S.  No.  8 
circular  sieve  with  c^Denlngs  of  2.36  mm 
(0.0937  in)  which  has  been  previously 
weighed.  The  diameter  of  the  sieve  is 
20.3  cm  (8  in)  if  the  quimtlty  of  the  con¬ 
tents  of  the  container  is  less  than  1.36 
kg  (3  lb)  and  30.5  cm  (12  In)  if  such 
quantity  is  1.36  kg  (3  lb)  or  more.  The 
bottom  of  the  sieve  is  woven-wlre  cloth 
which  complies  with  the  specifications 
for  such  cloth  set  forth  In  the  “Defini¬ 
tions  of  Terms  and  Explanatory  Notes,” 
p.  xviil,  of  the  “OfBclal  Methods  of  Anal¬ 
ysis  of  the  Association  of  Official  Ana- 
l3rtlcal  Cfiiemlsts,”  12th  Edition,  1975. 

'Without  shifting  the  material  (xi  the 
sieve,  incline  the  sieve  17  to  20  degrees 
to  facilitate  drainage.  Two  minutes  from 
the  time  drainage  begins,  weigh  the  sieve 
and  the  drained  material.  Record  In 
grams  the  weight  so  found,  less  the 
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weight  of  the  sieve,  as  the  drained 
weight. 

(ii)  Pour  the  drained  material  from 
the  sieve  into  a  flat  tray  and  spread  it  in 
a  layer  of  fairiy  uniform  thickness. 
Count  the  total  number  for  units.  For 
the  purpose  of  this  count — loose  seeds, 
pieces  of  seed,  loose  stems,  and  extrane¬ 
ous  material  are  not  to  be  included.  Di¬ 
vide  the  number  of  units  by  the  drained 
weight  recorded  in  paragraph  (b)  (2)  (i) 
of  this  section  and  multiply  by  340  to 
obtain  the  number  of  units  per  340  g  (12 
oz.)  drained  weight. 

(ill)  Examine  the  drained  material  in 
the  tray,  wel^  and  record  weight  of 
blemished  units,  count  and  record  the 
nmnber  of  unstemmed  units;  and.  in 
case  the  material  consists  of  the  (H}tion- 
al  ingredient  speclfled  in  paragraph  (a) 
(2)  (ill)  (c),  (d)  or  (/)  of  this  section, 
coimt  and  record  the  number  ^f  units 
which  are  less  than  13  mm  (0.50  in.) 
long.  If  the  number  of  units  per  340  g 
(12  oe.)  is  240  or  less,  divide  the  number 
of  units  which  are  less  than  13  mm  (0.50 
In.)  by  the  drained  weight  recorded  in 
paragraph  (b)  (2)  (1)  of  this  section  and 
multiply  by  340  to  obtain  the  number  of 
such  units  per  340  g  (12  oz.)  drained 
wel^t.  If  the  number  ot  units  per  340  g 
(12  oz.)  exceeds  240,  divide  the  number 
of  units  less  than  13  mm  (0.50  In.)  Icmg 
by  the  total  number  of  imlts  and  multi¬ 
ply  by  100  to  determine  the  percentage 
by  coimt  of  the  total  units  which  are 
less  than  13  mm  (0.50  In.)  long. 

(a)  Divide  the  weight  of  blemished 
units  by  the  dratoed  weight  recorded  In 
paragraph  (b)(2)(l)  of  this  section  and 
multiply  by  100  to  obtain  the  percentage 
by  weight  of  blemished  units  in  the 
container. 

(b)  Divide  the  number  of  unstemmed 
units  by  the  drained  weight  recorded  In 
paragraph  (b)  (2)  (1)  of  this  section  and 
multiply  by  340  to  obtain  the  number 
of  unstemmed  units  per  340  g  (12  oz.) 
of  drained  weight. 

(Iv)  Remove  from  the  tray  the  ex¬ 
traneous  vegetable  material,  count,  re¬ 
cord  count,  and  return  to  tray. 

(v)  Remove  from  the  tray  one  or  more 
representative  samples  of  99  to  113  g 
(3^  to  4  ounces)  covering  each  sample 
as  taken  to  prevent  evaporation. 

(vi)  From  each  representative  sample 
selected  in  paragraph  (b)(2)(v)  of  this 
section,  discard  any  loose  seed  and  ex¬ 
traneous  vegetable  material  and  detach 
and  discard  any  attached  stems.  Except 
with  optional  style  ot  ingredient  specifled 
In  paragraph  (a)  (2)  (ill)  (b)  of  this  sec¬ 
tion  (p(xls  sliced  lengthwise) ,  trim  off,  as 
far  as  the  end  ot  the  space  fmmerly  oc¬ 
cupied  by  the  seed,  any  porti(m  of  pods 
from  which  the  seed  has  become  sepa¬ 
rated.  Remove  and  discard  any  portiims 
of  seed  from  the  trimmings  and  reserve 
the  trimmings  for  paragraph  (b)  (2) 
(vlii)  of  this  sectiim.  Weigh  and  record 
the  weight  of  the  trimmed  pods.  Deseed 
the  trimmed  pods  and  reserve  the  de¬ 
seeded  pods  tor  paragraph  (b)(2)(vlll) 
(tf  this  secticm.  Remove  strings  from  the 
pods  during  the  deseeding  opmtlon.  Re¬ 
serve  these  strings  for  testing  as  pre¬ 
scribed  In  paragraph  (h)  (2)  (vll)  of  this 


section.  In  the  case  of  pods  sliced  length¬ 
wise,  rraiove  seed  and  pieces  of  seed  and 
resorve  the  deseeded  pods  tor  use  as  pre¬ 
scribed  in  paragraph  (b)  (2)  (vUl)  of  this 
section. 

(vll)  If  strings  have  been  removed  tor 
testing,  as  prescribed  In  paragraph  (b) 
(2)  (vl)  of  this  section,  test  them  as 
follows; 

Fasten  clamp,  weighted  to  260  g  (8g  oa.), 
to  one  end  of  the  string,  grasp  the  other 
end  with  the  fingers  (a  cloth  may  be  used 
to  aid  in  holding  the  string),  and  lift  gently. 
Clount  the  string  as  tough  If  it  supports  the 
250  g  (S.8  OE.)  weight  for  at  least  6  seconds. 
If  the  string  breaks  before  6  seconds,  test 
such  parts  Into  which  It  breaks  as  are  13  mm 
In.)  or  more  In  length;  and  If  any  such 
part  of  the  string  supports  the  260  g  (8.8  oa.) 
weight  for  at  least  6  seconds,  count  the  string 
as  tough.  Divide  the  number  of  tough 
strings  by  the  weight  of  the  sample  recorded 
In  paragraph  (b)(2)(T)  of  this  section  and 
multiply  by  340  to  obtain  the  number  of 
tough  strings  per  340  g  (12  os.)  drained 
weight. 

(viii)  Combrne  the  deseeded  pods  with 
the  trimmings  reserved  in  paragraph  (b) 
(2)(vl)  of  this  section,  and.  If  strings 
were  tested  as  prescribed  in  paragraph 
(b)  (2)  (vii)  of  this  section,  add  such 
strings  broken  or  unbroken.  Weigh  and 
record  weight  ot  combined  material. 
Transfer  to  the  metal  cup  of  a  malted- 
milk  stirrer  and  mash  with  a  pestle. 
Wash  material  adhering  to  the  pestle 
back  into  cup  with  200  cc  of  boiling 
water.  Bring  mixture  nearly  to  a  boll, 
add  25  cc  of  50  percent  (by  weight) 
sodium  hydroxide  solution  and  bring  to 
a  boil.  (If  foaming  is  excessive,  1  cc  of 
cs^iryl  alcohol  may  be  added.)  Boll  for 
5  minutes,  then  stir  for  5.  minutes  with  a 
malted-mllk  stirrer  capable  of  a  no-load 
speed  of  at  least  7,200  rpm.  Use  a  rotor 
with  two  scalloped  buttons  shaped  as 
-shown  in  Exhibit  1  as  fidlows; 

Ezhxbr  1 


T* 

r* 

JL 


TWO  BUTTON 
ROTOR 


SCALLOPED 

BUTTONS 


Transfer  the  material  fnxn  the  cup  to  a 
previously  weighed  30-mesh  mon^  metal 
screen  having  a  diameter  ot  about  9-10 
cm  (3^  to  4  In.)  and  side  walls  about  2.5 
cm  (1  In.)  high,  and  wash  fiber  on  the 
screen  with  a  stream  of  water  using  a 
pressure  not  exceeding  a  head  (vertical 
distance  between  uppw  level  ot  water 
and  outlet  of  glass  tube)  of  152  cm  (60 
In.),  delivered  through  a  glass  tube  7.6 


cm  (3  in.)  long  and  3  mm  (Is  in.)  inside 
diameter  inserted  Into  a  rubber  tube  of  6 
mm  (|4  m.)  Inside  diameter.  Wash  the 
pulpy  pmtlon  of  the  material  through 
the  screen  and  ccmtinue  washing  until 
the  remaining  fibrous  material,  moist¬ 
ened  with  phenolphthaleln  solution, 
does  not  show  any  r^  color  after  stand¬ 
ing  5  minutes.  Again  wash  to  remove 
phenolphthaleln.  Dry  the  screai  con¬ 
taining  the  flbrous  material  for  2  hours 
at  lOO'C,  co(d,  weigh,  and  deduct  weight 
of  screen.  Divide  the  weight  of  flbrous 
material  by  the  weight  of  combined  de¬ 
seeded  pods,  trimmings,  and  strings  and 
multiply  by  100  to  obtain  the  percentage 
of  flbrous  material. 

(ix)  If  the  drained  weight  recorded  in 
paragraph  <b)(2)(i)  of  this  section  was 
less  than  340  g  (12  oz.).  open  and  exam¬ 
ine  separately  for  extraneous  material,  as 
directed  in  paragraph  (b)  (2)  (iv)  of  this 
section,  additional  containers  until  a 
total  of  not  less  than  340  g  (12  oz.)  of 
drained  material  is  obtained.  To  deter¬ 
mine  the  number  of  pieces  of  extraneous 
vegetable  material  per  340  g  (12  oz.)  of 
drained  weight,  total  the  number  of 
pieces  of  extraneous  vegetable  material 
found  in  all  containers  opened,  divide 
this  sum  by  the  sum  ot  the  drained 
weights  in  these  containers  and  multiply 
by  340. 

(3)  Sampling  and  acceptance  pro¬ 
cedure;  A  lot  is  to  be  considered  accept¬ 
able  when  the  number  of  “defectives” 
does  not  exceed  the  acceptance  number 
in  the  sampling  idans  glv^  in  paragraph 
(b)(3)  (11)  of  this  section,  except  ex¬ 
traneous  plant  material,  which  is  based 
on  an  average  of  all  the  containers  ex¬ 
amined. 

(1)  Definitions  (rf  terms  to  be  used  in 
the  sampling  plans  in  paragraph  (b)(3) 
(ii)  of  this  section  are  as  follows: 

(a)  Lot.  A  c(Aection  of  primary  con¬ 
tainers  or  units  ot  the  same  size,  type, 
and  style  manufactured  or  packed  under 
similar  conditions  and  handled  as  a 
single  unit  of  trade. 

(b)  Lot  size.  The  number  of  primary 
ccmtainers  or  units  in  the  lot. 

(c)  Sample  size  (n).  The  total  num¬ 
ber  of  sample  units  drawn  for  examina¬ 
tion  from  a  lot. 

(d)  Sample  unit.  A  cmitainer.  the  en¬ 
tire  contents  of  a  container,  a  portion 
of  the  ccmtents  ot  a  container,  or  a  com¬ 
posite  mixture  of  product  from  small 
containers  that  is  sufScient  for  the  ex¬ 
amination  or  testing  as  a  single  unit. 

(e)  Defective.  Any  sample  unit  ^all  be 
regarded  as  defective  when  any  of  the 
defects  or  conditions  specified  in  the 
standard  of  quality  under  paragraph  (b) 
(1)  of  this  section  are  present  in  excess 
of  the  stated  tolerances. 

(/)  Acceptance  number  (c) .  The  max¬ 
imum  number  ot  defective  sample  units 
permitted  in  the  samide  in  order  to  c(m- 
slder  the  lot  as  meeting  the  specifled 
requirements. 

(g)  Acceptable  quality  level  iAQL). 
The  maximum  percent  of  defective 
sample  units  permitted  In  a  lot  that  will 
be  accepted  iqiproxlmately  95  percent  of 
the  time. 
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(ii)  Sampling  plans  and  acceptance 
procedure: 

Acceptable  Quality  Level  9.6 


Lot  siM  (primary  oon- 
taincrs): 

of  eontainer 

Not  wefebt  equal  to  or  lew  thaa 

1  kg 

(2J  lb) 

H 

e 

4,800  or  lea . . 

13 

2 

4,801  to  24,000 . 

21 

3 

24,001  to  48,000 . 

29 

4 

48,001  to  84,000 _ 

48 

6 

84.001  to  144,000 . 

84 

« 

144,001  to  240,000 . 

126 

13 

Over  240,000 . 

200 

19 

Net  weight  greeter  than  1  kg 

(2.2  lb)  bat  not  more  than  4.6 

kg  (101b) 

n 

c 

2,400  or  lew . 

13 

2 

2,401  to  15,000 . 

21 

3 

15,001  to  24,000 . 

29 

4 

24,001  to  42,000 . 

48 

6 

42,001  to  72,000 . 

84 

9 

72,001  to  120,000 . 

126 

13 

Over  120,000 . 

200 

19 

Net  weicbt  gneter  then  AJ6  kg 

(10  lb) 


n 

t 

BOO  or  less . 

1.3 

2 

601  to  2,000 . 

21 

3 

2,001  to  7,200 . 

29 

4 

7,201  to  16,000 . 

48 

6 

14,001  to  24,000 . 

84 

9 

24,001  to  42,000 . 

.  ■  126 

13 

Over  42,000 . 

200 

19 

•—number  of  primary  containers  in  sample. 
e= acceptance  number. 

(4)  If  the  quality  of  the  canned  green 
beans  or  canned  wax  beans  falls  below 
the  standard  of  quality  prescribed  by 
paragraph  (b)(1)  of  this  section,  the 
label  shall  bear  the  general  statement  of 
substandard  quality  specified  in  §  130.14 

(a)  of  this  chapter,  in  the  manner  and 
form  therein  specified:  but  in  lieu  of  the 
words  prescribed  tor  the  second  line  in¬ 
side  the  rectangle  the  following  words 
may  be  us^  wh«i  the  quality  of  caimed 
green  beans  or  canned  wax  beans  faUs 
below  the  standard  in  one  only  of  the  fol¬ 
lowing  respects: 

(i)  “Excessive  number  very  short 
pieces”,  if  the  canned  green  beans  or 
canned  wax  beans  fail  to  meet  the  re¬ 
quirements  of  paragraph  (b)(1)  (i)  of 
this  section. 

(11)  “Excessive  number  blemished 
units”,  if  they  fail  to  meet  the  requlre- 
m«its  of  paragr£q}h  (b)(1)  (iv)  of  this 
section. 

(ill)  “Excessive  number  unstemmed 
units”,  if  they  fail  to  meet  the  reqiilre- 
moits  of  paragraph  (b)(1)  (v)  of  this 
section. 

(iv)  "Excessive  foreign  material”,  if 
they  fail  to  meet  the  requirements  of 
paragraph  (b)(1)  (vi)  of  this  sectlcxi. 

§  155.130  Canned  corn. 

(a)  Identity — (1)  Definition.  Canned 
sweet  com  is  the  mnduct  pr^xu^d  from 
clean,  sound  kernels  of  sweet  com 
pcudced  with  a  suitable  liquid  packing 
mediiim  which  may  Include  water  and 
the  creamy  component  from  com  ker¬ 
nels.  The  tip  caps  are  removed.  The 
product  is  of  the  optional  styles  specified 
in  paragraidi  (a)(3)  of  this  section.  It 
may  ccmtain  one.  or  any  combination  of 
two  or  more,  of  the  optional  ingredimts 


set  forth  in  paragn^  (a)(3)  of  this 
section.  Such  food  is  processed  by  heat, 
in  an  appropriate  manner,  befcxe  or 
after  being  sealed  in  a  container,  so  as 
to  prevent  spoilage. 

(2)  Styles.  The  optional  stales  referred 
to  in  paragraidi  (a)(1)  ot  this  section 
consist  of  succulent  sweet  com  of  the 
yellow  (golden)  or  white  color  type,  con¬ 
forming  to  Zea  mays  L.  having  the  sweet 
com  characteristic  as  follows : 

(i)  Whole  kernel  or  whole  grain  or  cut 
kernel  consisting  of  whcde  or  substan¬ 
tially  whole  cut  kernels  packed  with  a 
liquid  medium. 

(il)  CTream  style  consisting  of  whole  or 
partially  whole  cut  kernels  pecked  in  a 
creamy  component  from  the  com  ker- 
nds  and  other  liquid  or  other  Ingredients 
to  form  a  product  of  creamy  consistency. 

(3)  Optional  ingredients.  The  follow¬ 
ing  safe  and  suitable  optional  ingredients 
may  be  used: 

(1)  Salt. 

(ii)  Monos(xlium  glutamate. 

(iii)  Disodlum  inosinate. 

(iv)  Disodlum  guanylate. 

(v)  Hydrtdyzed  vegetable  protein. 

(vl)  Autoljrzed  yeast  extract. 

(vU)  Nutritive  carbohydrate  sweetm- 
ers. 

(vlli)  ^ice. 

(lx)  Flavoring  (except  artificial). 

(x)  CTltrlc  acid. 

(xi)  Starch  or  food  starch-modified 
in  cream  style  com  when  necessary  to 
ensure  smoothness. 

(xll)  Seascmlngs  and  garnishes. 

(a)  Mint  leaves. 

(b)  Pieces  ot  green  pew>ers  or  red 
pei^rs,  'or  mixtures  of  bot^  either  of 
vdiich  may  be  sweet  or  hot  and  may  be 
dried,  or  other  vegetables,  not  exceeding 
15  p>ercent  by  weight  of  the  finished  food. 

(c)  Lemon  Juice  or  c<Hicentrated 
lemon  juice. 

(d)  Butter  or  margarine  in  a  quantity 
not  less  than  3  percent  by  weight  of  the 
finished  food.  When  butter  or  margarine 
is  added,  emulsifiers  or  stabilizers,  or 
both,  may  be  added.  When  butter  or 
margarine  is  added,  no  spice,  or  fiavorlng 
simulating  the  color  or  fiavor  Imparted 
by  butter  or  margarine  is  used. 

(4)  Labeling.  The  name  of  the  food  is 
“com”  OT  “sweet  com”  or  “sugar  com” 
and  shall  Include  a  declaration  of  any 
flavoring  that  characterizes  the  product 
as  specified  in  §  101.22  of  this  chapter 
and  a  declaration  of  any  spice,  seasoning 
or  garnishing  that  characterizes  the 
product;  for  example,  “With  added 
spice”,  “SeasMied  with  red  papers”, 
“Seasoned  with  butter”.  The  name  of 
the  food  Shan  also  include  the  foUowlng.: 

(1)  Tlie  optional  style  of  the  com  in¬ 
gredient  as  specified  in  paragraph  (a) 
(2)  of  this  section. 

(ii)  The  words  “vacuum  pack”  or 
“vacuum  packed”  when  the  com  ingre¬ 
dient  is  as  specified  in  paragraph  (a)  (2) 

(1)  of  this  section  and  the  weight  of  the 
liquid  in  the  containOT,  as  determined  by 
the  method  prescribed  in  paragraph  (b) 

(2)  (i)  of  this  section.  Is  not  more  than 
30  percent  of  the  net  w^ht,  and  the 
container  is  closed  under  oondlttons 
creating  a  high  vacuum  in  the  container. 


(iii)  TTie  color  type  used  only  when 
the  product  (xmsists  of  white  com. 

(iv)  The  color  type  used  (mly  when 
the  product  consists  of  white  com. 

(5)  Ingredient  statement.  Each  ot  the 
(^tional  ingredients  used  shall  be  de¬ 
clared  on  the  label  as  reqxilred  by  the 
applicable  sections  of  Part  101  of  this 
chapter. 

(b)  Quality — (1)  The  standard  of 
quality  for  canned  com  is  as  follows : 

(1)  When  tested  by  the  method  pre¬ 
scribed  in  paragraph  (b)  (2)  of  this  sec¬ 
tion,  canned  whole-kernel  cOTn  (para¬ 
graph  (a)  (2)  (1)  of  this  section) : 

(a)  Contains  not  more  than  seven  . 
brown  or  black  discolored  kernels  or 
pieces  of  kernel  per  400  g.  (14  ounces) 
of  drained  weight; 

(b)  Contains  not  more  than  1  cubic 
OTntimeter  of  pieces  of  cob  for  each  400 
g.  (14  ounces)  of  drained  weight; 

(c)  Contains  not  more  than  7  square 
centimeters  (1.1  square  inch)  of  husk 
per  400  g.  (14  ounces)  of  drained  weight; 
and 

(d)  Contains  not  more  than  180  mm. 
(7  inches)  of  silk  per  28  g.  (1  ounce)  of 
drained  weight. 

(11)  When  tested  by  the  method  pre¬ 
scribed  in  paragraph  (b)  (3)  of  this  sec¬ 
tion,  canned  cream  style  com  (para¬ 
graph  (a)  (2)  (il)  of  this  section) : 

(a)  Contains  not  more  than  10  brown 
or  black  discolored  kernels  or  pieces  of 
kernel  per  600  g.  (21.4  oimces)  of  net 
weight; 

(b)  Contains  not  more  than  1  cubic 
centimeter  of  pieces  of  cob  per  600  g. 
(21.4  oimces)  of  net  weight; 

(c)  Contains  not  more  than  7  square 
centimeters  (1.1  square  inch)  of  husk 
per  600  g.  (21.4  ounces)  of  net  weight; 

id)  Contains  not  more  than  150  mm. 
(6  inches)  of  silk  for  each  28  g.  (1  oimce) 
of  net  weight;  and 

(e)  Has  a  consistency  such  that  the 
average  diameter  of  the  iqiproxlmately 
circular  area  over  which  the  prescribed 
sample  spreads  does  not  exceed  30.5  cm. 
(12  inches) ,  except  that  when  the  washed 
drained  material  contains  more  than  20 
percent  of  alcohol-insoluble  solids,  the 
average  diameter  of  the  approximately 
circular  area  over  which  the  prescrtbed 
sample  spreads  does  not  exceed  25.4  cm. 
(10  inches). 

(ill)  (a)  The  weight  of  the  alcohol- 
insoluble  solids  of  whole-kernel  com 
(paragraph  (a)  (2)  (1)  of  this  section) 
does  not  exceed  27  percent  oi  the  drained 
weight,  ^en  tested  by  the  method  pre¬ 
scribed  in  paragraph  (b)  (2)  of  this 
section. 

(b)  The  weight  of  the  alcohol-insolu¬ 
ble  solids  of  the  v’ashed  drained  material 
of  cream  style  com  (paragraph  (a)  (2) 
(L)  of  this  section)  does  not  exceed  27 
percent  of  the  drained  weight  of  such 
material,  when  tested  by  the  method  pre¬ 
scribed  in  paragnq)h  (b)  (3)  of  this  sec¬ 
tion. 

(2)  The  method  referred  to  in  para¬ 
graph  (b)  (1)  of  this  section  for  tttting 
whole-kernel  com  (paragraph  (a)  (2)  (1) 
of  this  section)  is  as  follows: 

(1)  Determine  the  gross  weight  of  the 
container.  Open  and  distribute  the  con- 
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tents  of  the  container  over  the  meshes 
of  a  n.S.  No.  8  circular  sieve  which  has 
previously  been  weighed.  The  diameter 
of  the  sieve  Is  20.3  cm.  (8  Inches)  if  the 
quantity  of  the  contents  of  the  container 
is  less  than  1.36  kg.  (3  pounds),  and  30.5 
cm.  (12  inches)  If  such  quantity  is  1.36 
kg.  (3  poimds)  or  more.  Hie  bottom  of 
the  sieve  Is  woven-wlre  cloth  which  com¬ 
plies  with  thie  specifications  for  such  sieve 
set  forth  In  the  “Definitions  of  Terms  and 
Explanatory  Notes,”  page  xvlil,  of  the 
"OfBcial  Methods  of  Analysis  of  the  As¬ 
sociation  of  Official  Analytical  Chem¬ 
ists.”  11th  edition,  1970.*  Without  shifting 
the  material  on  the  sieve,  so  Incline  the 
sieve  at  approximately  17-20*.  angle  to 
facilitate  drainage.  Two  minutes  from 
the  time  drainage  begins,  weigh  the  sieve 
and  the  drained  material.  Record,  in  g. 
(ounces),  the  weight  so  found,  less  the 
weight  of  the  sieve,  as  the  drained 
weight.  Dry  and  weigh  the  empty  con¬ 
tainer  and  subtract  this  weight  from  the 
gross  weight  to  obtain  the  net  weight. 
(Calculate  the  percent  of  drained  liquid 
In  the  net  weight. 

(11)  Pour  the  drained  material  from 
the  sieve  Into  a  fiat  tray  and  spread  It  In 
a  layer  of  fairly  .uniform  thickness. 
Count,  but  do  not  remove,  the  brown  or 
black  discolored  kernels  or  pieces  of  ker¬ 
nel  and  calculate  the  number  per  400  g. 
(14  ounces)  of  drained  material.  Remove 
pieces  of  silk  more  than  12.7  mm.  (one- 
half  inch)  long,  husk,  cob.  and  any  pieces 
of  material  other  than  com.  Measure  the 
aggregate  length  of  such  pieces  of  silk 
and  calculate  the  length  of  silk  per  28  g. 
(1  ounce)  of  drained  weight.  Spread  the 
husk  flat,  measure  its  aggregate  area, 
and  calculate  the  area  of  husk  per  400  g. 
(14  ounces)  of  drained  weight.  Place  all 
pieces  of  cob  under  a  measured  amoimt 
of  water  In  a  cylinder  which  is  so  gradu¬ 
ated  that  the  volume  can  be  measured  to 
0.1  cubic  centimeter.  Take  the  Increase  in 
volume  as  the  aggregate  volume  of  the 
cob  and  calculate  the  volume  of  cob  per 
400  g.  (14  ounces)  oS  drained  weight. 

(ill)  Comminute  a  representative  100 
g.  sample  of  the  drained  com  frcmi  which 
the  silk,  husk,  cob,  and  other  material 
which  is  not  com  (l.e.,  peiH>ers)  have 
been  removed.  An  equal  amount  of  water 
Is  used  to  facilitate  this  operation.  Weigh 
to  nearest  0.01  g.  a  portion  of  the  com¬ 
minuted  material  equivalent  to  aivroxi- 
mately  10  g.  of  the  drained  com  Into  a 
600  cubic  centimeter  beaker.  Add  300 
cubic  centimeters  of  80  percent  alcohol 
(by  volume),  sUr,  cover  beaker,  and 
bring  to  a  boil.  Simmer  slowly  for  30 
minutes.  Fit  a  Buchner  funnel  with  a 
previously  prepared  filter  paper  of  such 
sizes  that  its  edges  extend  12.7  mm.  (one- 
half  inch)  or  more  up  the  vertical  sides 

*  Copies  may  be  obtained  from:  Association 
of  Official  Analytical  Chemists.  P.O.  Box  S40, 
Benjamin  Franklin  Station,  Washington,  D.C. 
30044. 


of  the  funnel.  The  previous  preparation 
of  the  filter  paper  consists  of  drying  It  in 
a  flat-bottomed  dish  for  2  hours  at  100* 
C,  covering  the  dish  with  a  tight  fitting 
cover,  cooling  It  in  a  desiccator,  and 
prompt)^  weighing  to  the  nearest  0.001 
g.  After  the  filter  paper  is  fitted  to  the 
funnel,  apply  suction  and  transfer  the 
contents  of  the  beaker  to  the  funnel.  Do 
not  allow  any  of  the  material  to  run  over 
the  edge  of  the  paper.  Wash  the  material 
on  the  filter  with  80  percent  alcohiA  (by 
volume)  until  the  washings  are  clear  and 
colorless.  Transfer  the  filter  paper  with 
the  material  retained  thereon  to  the 
dish  used  in  preparing  the  filter  paper. 
Dry  the  material  in  a  ventilated  oven, 
without  covering  the  dish,  for  2  hours  at 
100*  C.  Place  the  cover  on  the  dish,  cool 
It  In  a  desiccator,  and  promptly  weigh  to 
the  nearest  0.001  g.  Prom  this  wel^t 
subtract  the  weight  of  the  dish,  cover, 
and  paper  as  previously  found.  Calculate 
the  remainder  to  percentage. 

(3)  The  method  referred  to  In  para¬ 
graph  (b)(1)  of  this  section  for  testing 
cream-style  com  (paragraph  (a)  (2) 
(11)  of  this  secticHi)  is  as  follows: 

(I)  Allow  the  container  to  stand  at 
least  24  hours  at  a  temperature  of  68*  P 
to  85*  F.  Determine  the  gross  weight, 
open,  transfer  the  contents  Into  a  pan. 
and  mix  thoroughly  in  such  a  manner  as 
not  to  incorporate  air  bubbles.  (If  the 
net  contents  of  a  single  container  Is  less 
than  510  g.  (18  ounces)  determine  the 
gross  weight,  open,  and  mix  the  contents 
of  the  least  number  of  containers  neces¬ 
sary  to  obtain  510  g.  (18  ounces).  FUl 
lev^  full  a  hoUow.  truncated  cone  so 
placed  on  a  polished  horlzcmtal  plate  as 
to  prevent  leakage.  The  ccme  has  an  In¬ 
side  bottom  diameter  of  7.62  cm.  (3 
Inches) ,  inside  top  diameter  of  5.08  cm. 
(2  Inches) ,  and  height  of  12.30  cm.  (4^1^ 
Inches).  As  soon  as  the  cone  Is  flUed. 
lift  It  vertically.  Determine  the  average 
of  the  longest  and  shortest  diameters  of 
the  approximately  circular  area  cm  the 
plate  covered  by  the  sample  30  seconds 
after  lifting  the  cone.  Dry  and  weigh 
each  empty  container  and  subtract  the 
weight  so  found  from  the  gross  weight 
to  obtain  the  net  weight. 

(II)  Transfer  the  material  from  the 
plate,  cone,  and  pan  onto  a  UB.  No.  8 
sieve  as  prescribed  in  pexagrai^  (b)  (2) 
(1)  of  this  section.  The  dlame^  at  the 
sieve  is  20.3  cm.  (8  Inches)  If  the  quan¬ 
tity  of  the  contents  of  the  container  Is 
less  than  1.36  kg.  (3  pounds),  and  30.5 
cm.  (12  Inches)  if  such  quantity  Is  1.36 
kg.  (3  pounds)  or  more.  Set  the  sieve  In 
a  pan.  Add  enough  water  to  bring  the 
level  within  9.53  mm.  (three-eighth  Inch) 
to  6.35  mm.  (one-fourth  Inch)  of  the  top 
of  the  sieve.  Gently  wash  the  material  on 
the  sieve  by  combined  up-and-down 
and  circular  motion  for  30  seconds.  Re¬ 
peat  washing  with  a  second  portion  of 
water.  Remove  sieve  from  pan.  Incline  to 


facilitate  drainage,  and  drain  for  2 
minutes. 

(Ill)  From  the  material  remaining  on 
the  n.S.  No.  8  sieve,  count,  but  do  not 
remove,  the  brown  or  black  discolored 
kernels  or  pieces  of  kernel  and  calculate 
the  number  per  600  g.  (21.4  ounces)  of 
net  weight.  Remove  pieces  of  silk  more 
than  12.7  mm.  (one-half  mch)  long, 
husk.  cob.  and  other  material  which  is 
not  com  (l.e.,  peivers).  Measure  aggre¬ 
gate  length  of  such  pieces  of  silk  and 
calculate  the  length  per  28  g.  (ounce)  of 
net  weight.  Spread  the  husk  flat  and 
measure  Its  aggregate  area  and  calcu¬ 
late  the  area  per  600  g.  (21.4  ounces)  of 
net  weight.  Place  all  pieces  of  cob  under 
a  measured  amount  of  water  m  a  cyUn- 
der  which  Is  so  graduated  that  the  vol¬ 
ume  may  be  measmed  to  0.1  cubic  centi¬ 
meter.  Take  the  mcrease  m  volume  as 
the  aggregate  volume  of  the  cob  and  cal¬ 
culate  the  volume  of  cob  per  600  g.  (21.4 
ounces)  of  net  weight.  Take  a  repre¬ 
sentative  100  g.  sample  of  the  material 
remaining  on  the  U.S.  No.  8  sieve  (if  such 
material  weighs  less  than  100  g.  take  aU 
of  It)  and  detennme  the  alcxmc^-lnsolu- 
ble  s(^ds  as  prescribed  m  paragraph  (b) 
(2)  (111)  of  this  sectlcm  for  whole  kem^ 
cmm. 

(4)  Sampling  and  acceptance  proce¬ 
dure.  A  lot  is  to  be  considered  acceptable 
when  the  number  of  “defectives”  does 
not  exceed  the  acceptance  number  In  the 
sampling  plans  given  In  paragraph  (b) 
(4)  (11)  of  this  section. 

(1)  Deflnltions  of  terms  to  be  used  in 
the  sampling  plans  In  paragraph  (b)  (4) 
(11)  of  this  section  are  as  follows: 

(a)  Lot.  A  ccdlectlon  of  primary  con¬ 
tainers  or  units  of  the  same  size,  type, 
and  style  manufactured  or  packed  under 
similar  conditions  and  handled  as  a 
single  unit  of  trade. 

(b)  Lot  size.  The  number  of  primary 
containers  or  units  In  the  Ic^ 

(c)  Samjiie  size  in).  The  total  num¬ 
ber  of  sample  units  drawn  for  examina¬ 
tion  from  a  lot. 

id)  Sample  unit.  A  container,  the  en¬ 
tire  contents  of  a  container,  a  pmHon  of 
the  contents  of  a  container,  or  a  com¬ 
posite  mixture  of  product  from  small 
containers  that  is  sxifflclent  for  the  ex¬ 
amination  or  testing  as  a  single  unit. 

(e)  Defective.  Any  sample  imlt  shall 
be  regarded  as  defective  when  any  of 
the  defects  or  conditions  speclfled  In  the 
quality  (paragraph  (b)(1)  of  this  sec¬ 
tion)  and  All  of  container  (paragn4)h 
(c)  of  this  section)  standards  are  pres¬ 
ent  In  excess  of  the  stated  tolerances. 

if)  Acceptance  number  ie).  The 
maximum  number  of  defective  sample 
imlts  permitted  In  the  sample  in  order 
to  consider  the  lot  as  meeting  the  speci- 
fled  requirements. 

ig)  Acceptable  qualitg  level  iAQL). 
The  maximum  percent  of  defective 
sample  imlts  permitted  In  a  lot  that  win 
be  accepted  approximately  95  percent 
of  the  time. 
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(ii)  Sampling  plans  and  acceptance 
procedure: 

Acceptable  quality  level  6.5 


Lot  size  (primary 
containers) 

Size  of  container 

Net  weight  equal  to  or  less  than 

1  kg  (2.2  lb) 

fl 

c 

4.800  or  less . 

1.1 

2 

4,801  to  24,000 . 

21 

3 

24,001  to  48,000 . 

20 

4 

48,001  to  84,000 . 

48 

6 

84,001  to  144,000 . 

84 

9 

144,001  to  246,000 . 

126 

13 

Over  240,000 . 

200 

19 

Net  weight  greater  than  1  kg 

(2.2  lb)  but  not  more  than 

4.5  kg  (10  lb). 

ft 

e 

2,4(X)  or  less . 

13 

2 

2,401  to  15,000 . 

21 

3 

15,001  to  24,000 . 

2(1 

4 

24,001  to  42,000 . 

48 

6 

42.001  to  72,000 . 

84 

9 

72,001  to  120,000 . 

126 

13 

Over  120,000 . 

200 

19 

Net  weight  greater  than  4.5 

kg  (10  lb) 

- 

n 

c 

000  or  less . 

13 

2 

e01to2,000 . 

21 

3 

2,001  to  7,200.: . 

1*0 

4 

T,201  to  15,000 . 

48 

6 

15,001  to  24,000 . 

84 

24,001  to  42,000 . 

126 

13 

Over  42, 000. . 

200 

19 

n=nuniber  of  primary  coinainers  in  sample. 
c=acceptanc«  numl)er. 


(5)  If  the  quality  of  canned  com  falls 
below  the  standard  prescribed  In  para¬ 
graph  (b)(1)  of  this  section,  the  label 
shall  bear  the  general  statement  of  sub¬ 
standard  quality  specified  in  §  130.14(a) 
of  this  chapter,  in  the  manner  and  form 
therein  specified;  however,  if  the  quality 
of  the  canned  com  falls  below  standard 
with  respect  to  only  one  of  the  factors  of 
quality  specified  by  paragraph  (b)(1) 

(1)  (a)  to  (d)  of  this  section,  or  by  para¬ 
graph  (b)  (1)  (il)  (a)  to  (c)  of  this  sec¬ 
tion,  there  may  be  substituted  for  the 
second  line  of  such  general  statement 
of  substandard  quality,  “C3ood  food — 
not  high  grade”,  a  new  line  as  specified 
after  the  corresponding  subdivision  des¬ 
ignation  of  paragraph  (b)(1)  of  this 
section,  which  the  canned  corn  fails  to 
meet: 

(1)  (a)  or  (11)  (a)  “Excessive  discolored 
kemds”. 

(1)  (b)  at  (11)  (b)  “Excessive  cob”. 

(i)(c)  or  (11)  (c)  “Excessive  husk”. 

(I)  (d)  or  (11)  (d)  “Excessive  silk”. 

(II)  (e)  “Excessively  liquid”. 

(c)  Fill  of  container — (1)  The  stand¬ 
ard  of  fill  of  container  for  canned  com 
is: 

(1)  Except  in  the  case  of  vacuum  pack 
com  the  fill  of  the  com  ingredient  and 
packing  medium,  as  determined  by  Uie 
general  method  for  fill  of  container  lu-e- 
scribed  In  S130.12(b)  of  this  chapter,  is 
not  less  than  90  percent  of  the  total 
capacity  of  the  container. 

(il)  In  whole  kemd  com,  the  drained 
wei^t  of  the  ccxm  ingredient,  as  deter¬ 
mined  by  sections  32.001  and  S2.002 
Canned  Products— Drained  Weight — 


Procedure,  in  “Official  Methods  of  Anal¬ 
ysis  of  the  AssociaticHi  of  Official  Analyt¬ 
ical  Chemists,”  11th  editicm,  1970,  page 
559,  shall  not  be  less  than  61  percent 
of  the  water  capacity  of  the  container. 

(2)  (i)  A  container  that  falls  below 
the  requirement  for  minimum  fill  pre¬ 
scribed  in  paragraph  (c)(l)(l)  of  this 
section  is  consider^  a  “defective.”  The 
food  will  be  deemed  to  fall  below  the 
standard  of  fiU  when  the  number  of  de¬ 
fectives  exceeds  the  acceptance  number 
(c)  in  the  sampling  plans  prescribed  in 
l>aragraph  (b)  (4)  of  this  section. 

(ii)  l^ole  kernel  will  be  deemed  to 
fall  below  the  standard  of  fill  when  the 
average  drained  weight  of  all  of  the 
‘containers  examined  according  to  the 
sampling  plans  prescribed  in  paragraph 
(b)  (4)  of  this  section  is  less  than  that 
prescribed  in  paragraph  (c)(1)  (ii)  of 
this  section. 

(3)  If  canned  corn  falls  below  the 
standard  of  fill  of  ccmtainer  prescribed 
in  paragraphs  (c)(1)  and  (2)  of  this 
section,  the  label  shall  bear  the  general 
statement  of  substandard  fill  specified 
in  §  130.14(b)  of  this  chapter,  in  the 
manner  and  form  therein  specified. 

§  155.131  Canned  field  corn. 

(a)  Identity — (1)  CTanned  field  com 
conforms  to  the  definition  and  stand¬ 
ard  of  identity,  and  is  subject  to  the  re¬ 
quirements  for  label  statnnent  of  op¬ 
tional  ingredients,  prescribed  for  canned 
com  by  §  155.130(a),  except  that  the 
com  ingredient  consists  of  succulent 
field  com  or  a  mixture  of  succulent  field 
com  and  succulent  sweet  com. 

(2)  The  name  of  the  food  conforms 
to  the  name  specified  in  §  155.130(a)  (5) , 
except  that  the  words  “CTom”,  “Sweet 
com”,  and  “Sugar  com”  are  replaced  by 
the  words  “Field  com”,  and  the  term 
“Golden  field  com”  is  not  used. 

(b)  [Reserved.] 

(c)  Fill  of  container.  Canned  cream- 
style  field  com  conforms  to  the  standard 
of  fill  of  container  and  label  statement 
of  substandard  fill  prescribed  for  canned 
cream-style  com  by  §  155.130(c). 

§  155.170  Canned  peas. 

(a)  Identity — (1)  Canned  peas  is  the 
f(X)d  prepared  from  one  of  the  optional 
pea  ingredients,  specified  in  paragraph 
(a)(1),  of  this  section,  and  water.  The 
food  may  contain  one  or  more  of  the  op¬ 
tional  ingredients  specified  in  paragrtqjh 
(a)  (2)  of  this  section  and  one  or  more  of 
the  optional  seasonings  specified  in  pcu^- 
graph  (a)  (3)  of  this  secticm.  The  food  is 
sealed  in  a  c(mtainer  and  so  processed  by 
heat  as  to  prevent  spoilage.  The  opti<»ial 
pea  ingredients  are: 

(1)  Shelled,  succulent  peas  (Pisum 
sativum)  of  Alaska  or  other  smooth  skin 
varieties. 

(ii)  Shelled,  succulent  peas  (Pisum 
sativum)  of  sweet,  wrinkled  varieties. 

(2)  The  following  optional  ingredients 
may  be  used: 

(i)  Salt. 

(ii)  Monosodium  glutamate. 

(ill)  Dlsodium  Inoelnate  complying 
with  the  provisions  of  S  172.535  of  this 
chapter. 


(iv)  Disodium  guanylate  complying 
with  the  provisions  of  §  172.530  of  this 
chapter. 

(V)  Hydrolyzed  vegetable  protein. 

(vi)  Autolyzed  yeast  extract. 

(vii)  Sugar. 

(viii)  Dextrose. 

(ix)  Spice. 

( X )  Flavoring  (except  artificial ) . 

(xi)  Artificial  coloring. 

(xii)  Sodium  carbonate,  sddium  bicar¬ 
bonate,  sodium  hydroxide,  calcium  hy¬ 
droxide,  magnesium  hydroxide,  mag¬ 
nesium  oxide,  magnesium  carbonate,  or 
any  mixture  or  combination  of  these  in 
such  quantity  that  the  pH  of  the  finished 
canned  peas  is  not  more  than  8,  as  de¬ 
termined  by  the  glass  electrode  method 
for  the  hydrogen  ion  concentration. 

(3)  The  food  may  be  seasoned  with 
one  or  more  of  the  following  optional 
seasonings : 

(i)  Green  peppers  or  red  peppers, 
which  may  be  dried. 

(ii)  Mint  leaves. 

(iii)  Onions,  which  may  be  dried. 

(iv)  Garlic,  which  may  be  dried. 

(V)  Horseradish. 

(vi)  Lemon  juice  or  concentrated 
lemon  juice. 

(vii)  Butter  or  margarine  in  a  quantity 
not  less  than  3  percent  by  weight  of  the 
finished  food.  When  butter  or  margarine 
is  added,  safe  and  suitable  emulsifiers  or 
stabilizers,  or  both,  may  be  added.  When 
butter  or  margarine  is  added,  no  spice, 
flavoring,  or  coloring  simulatmg  the  fla¬ 
vor  or  color  imparts  by  butter  or  mar¬ 
garine  is  used. 

(4)  The  name  of  the  optional  pea  in¬ 
gredient  is  “early”  or  “June”  or  “early 
June”,  “sweet”  or  “sweet  wrinkled”  or 
“sugar”. 

(5)  If  artificial  coloring  is  present,  the 
label  shall  state  that  fact  in  such  man¬ 
ner  and  form  as  provided  in  paragraph 
(b)(3)  of  this  section. 

(6)  The  name  of  the  food  is  “peas”. 
The  name  of  the  food  shall  include  a  dec¬ 
laration  of  any  flavoring  that  character¬ 
izes  the  product  as  specified  in  §  101.22  of 
this  chapter,  and  a  declaration  of  any 
spice  or  seasoning  that  characterizes  the 
product;  for  example,  “with  added  spice”, 
“seasoned  with  red  peppers”,  “seasoned 
with  butter”.  Whenever  the  name  “peas” 
appears  on  the  label  so  conspicuously  as 
to  be  easily  seen  under  customary  con¬ 
ditions  of  purchase,  the  name  of  the  op¬ 
tional  pea  ingredient  present  as  speci¬ 
fied  in  paragraph  (a)  (4)  of  this  section, 
shall  immediately  and  ccmspicuously  pre¬ 
cede  or  follow  such  name,  without  inter¬ 
vening  written,  printed,  or  graphic  mat¬ 
ter,  except  that  the  specified  varietal 
name  of  the  peas  may  so  intervene. 

(7)  Each  of  the  optional  ingredients 
used  shall  be  declared  on  the  label  as  re¬ 
quired  by  the  applicable  sections  of  Part 
101  of  this  (±L{^ter. 

(b)  Quality — (1)  The  standard  of  qual. 
ity  for  canned  peas  is  as  follows: 

•  (i)  Not  more  than  4  percent  by  count 
of  the  peas  in  the  container  are  spotted 
or  otherwise  discolored; 

(il)  Standard  canned  peas  are  nor¬ 
mally  colored,  not  artificially  colored; 

(ill)  The  combined  weight  of  pea  pods 
and  other  harmless  extraneous  vegetable 
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material  is  not  more  tban  one-half  of 
1  percent  of  the  drained  weight  of  peaa 
in  the  container; 

(Iv)  The  welfiht  (rf  pieces  of  peas  li 
not  more  than  10  percent  of  the  drained 
weight  of  peas  in  the  container; 

(V)  The  of  not  more  than  25 

percent  by  count  of  the  peas  in  the  con¬ 
tainer  are  ruptured  to  a  aidth  of  Vie 
inch  or  more; 

(Vi)  Not  less  than  90  percent  by  coimt 
of  the  peas  in  the  container  are  crushed 
by  a  weight  of  not  more  than  907.2  grams 
(2  pounds) ;  and 

(vli)  The  alcohol-insoluble  solids  of 
Alaska  or  other  smooth  skin  varieties 
of  peas  in  the  container  are  not  more 
than  23.5  percent,  and  of  sweet,  wrinkled 
varieties,  not  more  than  21  perc«it. 

(2)  Canned  peas  shall  be  tested  by  the 
following  methods  to  determine  adiether 
t>r  not  they  meet  the  requirements  of 
paragraph  (b)(1)  <rf  this  section: 

(i)  After  determining  the  fill  of  the 
contain^'  as  prescribed  in  paragraph  (c) 
(1)  of  this  sectlcm.  distribute  the  con¬ 
tents  of  the  container  over  the  meshes  of 
a  circular  sieve  made  with  No.  8  woven- 
wire  cloth  which  complies  with  the  speci¬ 
fications  for  such  clo^  set  forth  on  page 
3  of  “Standard  Specifications  for  Sieves,” 
published  October  25,  1938,  by  United 
States  Department  of  Commare,  Na¬ 
tional  Bureau  of  Standards.  The  diam¬ 
eter  of  the  sieve  used  is  8  Inches  if  the 
quantity  of  the  contents  of  the  cmitalner 
is  less  than  3  poimds,  or  12  inches  if 
such  quantity  is  3  pounds  or  mcMT.  With¬ 
out  shifting  the  peas,  so  incline  the  sieve 
as  to  facilitate  drainage.  Two  nfinutes 
fnxn  the  time  dramage  begins,  remove 
the  peas  from  the  sieve  and  weigh  them. 
Such  weight  shall  be  considered  to  be  the 
drained  weight  of  the  peas. 

(il)  Prom  the  drained  peas  obtained 
in  paragrai^  (b)  (2)  (1)  of  this  section, 
prtxnptly  segregate  and  weigh  the  pea 
p^  and  other  harmless  extraneous  veg¬ 
etable  material,  and  the  pieces  of  peas. 

(ili)  Prom  the  drained  peas  obtained 
in  pai'agraph  (b)  (2)  (1)  of  this  sectl<m. 
take  at  random  a  subdivlsicm  of  100  to 
150  peas,  and  count  them.  Immediately 
cover  these  peas  with  a  portion  of  the 
liquid  obtained  in  paragnmh  (b)  (2)  (1)  of 
this  section,  and  add  the  ranalnlng 
liquid  to  the  drained  peas  from  vhich  the 
subdivision  was  taken.  Count  those  peas 
in  the  subdivision  \^ilch  are  Spotted  or 
otherwise  discolored,  and  also  those  peas 
the  skins  at  which  are  ruptured  to  a 
width  of  V46  inch  or  more. 

(iv)  Immediately  after  each  pea  is  ex¬ 
amined  by  the  method  prescribed  in  par- 
agrai^  (b)(3)(Ul)  of  this  section,  test 
it  by  removing  its  skin,  idaclng  one  of 
its  cotyledons,  with  fiat  surface  down, 
on  the  approximate  center  the  level, 
smooth  surface  of  a  rigid  plate,  lowering 
a  horisontal  disc  to  the  highest  point  ot 
the  cotyledon,  and  measuring  the  height 
of  the  cotyledon.  The  disc  is  of  rigid 
material  and  is  affixed  to  a  rod  hM 
vertically  by  a  stipport  through  which 
the  rod  can  frec^  move  upward  or 
downward.  The  lower  face  of  the  disc 
is  a  smooth,  plane  surface  horizontal  to 
the  vertical  axis  of  the  rod.  A  device  to 


which  weight  may  be  added  is  affixed  to 
the  upper  end  of  the  rod.  BefOTe  low¬ 
ering  the  disc  to  the  cotyledon,  adjust 
the  combined  weight  of  disc,  rod.  and 
device  to  100  grams.  After  measuring 
the  height  of  the  cotj’ledon,  and  shift¬ 
ing  the  plate,  if  necessary,  so  that  the 
coti’ledon  is  under  the  approximate  cen¬ 
ter  of  the  disc,  add  weight  to  the  device 
at  a  uniform,  continuous  rate  of  12 
grams  per  second  until  the  cotyledon 
is  pressed  to  one-fourth  its  previously 
measured  height,  or  until  the  combined 
weight  of  disc,  i^.-and  device  is  907.2 
grams  (2  pounds) .  A  pea  so  tested  shall 
be  considered  to  be  crushed  when  its 
cotyledon  is  pressed  to  one -fourth  its 
original  height. 

(v)  Drain  the  liquid  from  the  peas 
which  remained  after  taking  the  subdi- 
visicm  as  prescribed  in  paragraph  (b)  (2) 
(iii)  of  this  section.  Transfer  the  peas 
to  a  pan,  and  rinse  them  with  a  vcdume 
of  water  equal  to  twice  the  ctq?aclty  of 
the  ccmtainer  from  which  such  peas  were 
drained  in  paragraph  (b)(2)(i)  of  this 
section.  Immediate  drain  the  peas 
again  by  the  method  prescribed  in  para¬ 
graph  (b)  (2)  (D  of  this  section.  After  the 
2  minutes’  draining,  wipe  the  moisture 
from  the  bottcMn  of  the  sieve.  Comminute 
the  peas  thus  drained,  stir  them  to  a  uni¬ 
form  mixture,  and  weigh  20  grams 
such  mixture  into  a  600  cc  beako*.  Add 
300  cc.  of  80  percent  alcoh(d  (by  volume) , 
stir,  cover  beaker,  and  bring  to  a  boil. 
Simmer  slowly  for  30  minutes.  Fit  a 
Buchner  funnel  with  a  previously  pre¬ 
pared  filter  paper  of  su^  size  that  its 
edges  extend  V2  inch  or  more  up  the  ver¬ 
tical  sides  of  the  funnel.  The  iHevious 
FHeparation  of  the  filter  paper  consists  of 
drying  it  in  a  flat-bottomed  dish  for  2 
hours  at  100*  C,  covering  the  dish  with 
a  tight-fitting  cover,  cooling  it  in  a  desic¬ 
cator,  and  promptly  weighing.  After  the 
filter  paper  is  fitted  to  the  funn^.  aiH^ 
suction  and  transfer  the  ctmtents  ot  the 
beaker  to  the  funnel.  Do  not  allow  any  of 
the  material  to  run  over  the  edge  of  the 
paper.  Wash  the  material  on  the  filter 
with  80  percent  alcohc^  (by  volume)  un¬ 
til  the  washings  are  clear  and  colmrless. 
Transfer  the  filter  paper  with  the  ma¬ 
terial  retained  there<m  to  the  dish  used 
in  iK^paring  the  filter  paper.  Dry  the 
matodal  m  a  ventilated  oven,  without 
covM'ing  the  dish,  for  2  hours  at  100*  C. 
Place  the  cover  on  the  dish,  cool  It  in  a 
desiccator,  and  promptly  weigh.  From 
this  weight,  subtnct  the  weight  of  the 
dish,  cover,  and  paper,  as  previously 
found.  The  weight  in  grams  thus  ob¬ 
tained,  multiplied  by  5,  shall  be  consid¬ 
ered  to  be  the  percmt  of  alccdiol-lnsolu- 
ble  solids. 

(3)  If  the  quality  of  canned  peas  falls 
b^w  the  standard  prescribed  in  para- 
grai^  (b)(1)  of  this  section,  the  labd 
shall  bear  the  gmeral  statement  of  sub¬ 
standard  quality  specified  in  1 130.14(a) 
of  this  chapter,  in  the  manner  and  form 
therein  sp^dfied;  but  in  lieu  of  such  gen¬ 
eral  statement  of  substandard  quality 
\rtien  the  quality  of  caimed  peas  faUs 
below  the  standard  In  only  one  respect, 
the  label  may  bear  the  altemattve  state¬ 
ment  “Below  standard  in  quality _ 


_ ”.  the  blank  to  be  filled  in  with  the 

words  specified  after  the  corresponding 
subparagraph  number  of  paragraphs  (b) 
(1)  of  this  section  which  such  caimed 
peas  fail  to  meet,  as  follows:  (i)  “Exces¬ 
sive  discolored  peas”;  (il)  “Artiflclalh' 
colored”;  (ill)  “Excessive  foreign  ma¬ 
terial”;  (iv)  “Excessive  broken  peas”; 
(V)  “Excessive  cracked  peas”;  (vl)  “Not 
tender”;  (vil)  “Excessively  mealy”.  Such 
idtemative  statement  shall  immediately 
and  conspicuously  precede  or  follow 
without  intervening  written,  printed,  or 
graphic  matter,  the  name  “Peas”  and 
any  words  and  statements  required  or 
authorized  to  appear  with  siKh  name  by 
I>aragraph  (a)  (4)  of  this  section. 

(c)  Fill  of  container — (1)  The  stand¬ 
ard  of  fill  of  container  for  canned  peas  is 
a  ffll  such  that,  when  the  peas  and  liquid 
are  removed  from  the  container  and  re¬ 
turned  thereto,  the  leveled  peas  (irre¬ 
spective  of  the  quantity  of  the  liquid) ,  15 
seconds  after  they  are  so  returned  com¬ 
pletely  fin  the  container.  A  container  with 
lid  attached  by  double  seam  shall  be  con¬ 
sidered  to  be  completely  filled  when  it  Is 
filled  to  the  level  inch  vertical  dis¬ 
tance  below  the  teg)  of  the  double  seam ; 
and  a  glass  container  shall  be  considered 
to  be  completely  filled  when  it  is  filled  to 
the  level  inch  vertical  distance  below 
the  top  of  the  container. 

(2)  If  canned  peas  fall  below  the 
standard  of  fill  of  container  prescribed 
in  paragraph  (c)  (1)  of  this  section,  the 
label  shall  bear  the  general  statement 
of  sutMstandard  fill  specified  in  9  130.14 
(b)  of  this  chapter,  in  the  manner  and 
form  therein  specified. 

§  155.172  Canned  dry  peas. 

Canned  dry  peas  conforms  to  the  defi¬ 
nition  and  standard  of  IdratlUr,  and  is 
subject  to  reqtilrraients  for  label  state¬ 
ment  of  opti<mal  ingredimts  prescribed 
for  canned  peas  by  9  155.170(a).  except 
that: 

(a)  Identity — (1)  The  optional  pea  in¬ 
gredients  are: 

(1)  Shelled,  dry  peas  (Pisam  sativum> 
ot  Alaska  or  other  smooth  skin  varieties. 

(11)  Shelled,  dry  peas  (Pisum  satkfum) 
of  sweet,  wrinkled  varieties. 

(2)  The  optional  ingredients  specified 
in  9  155.170(a)  (2)  (xli)  shaU  not  be 
used. 

(3)  The  name  of  thetood  is  “Cooked 
dry  peas”  or  “Soaked  dry  peas”.  The  full 
name  of  the  food  shall  appear  on  the 
principal  display  panel  of  the  label  in 
type  of  imiform  size,  style,  and  colm:.  The 
op^iiHlal  pea  ingredient  names  specified 
by  9  155.170(a)  (4)  shall  not  be  used  on 
labels. 

(b)  Quality — (1)  The  standard  of 
quality  for  canned  dry  peas  Is  that  speci¬ 
fied  for  canned  peas  by  i  155.170(b)  (l) 
and  (2) .  except  that: 

(1)  The  alcohol  Insoluble  solids  maxi- 
mums  specified  in  1  155.170(b)  (1)  (vli) 
do  not  apply. 

(ID  The  alc(dic4  Insoluble  solids  meth¬ 
ods  specified  in  9  155.170(b)  (2)  (v)  is  not 
used. 

(2)  If  the  quality  of  canned  dry  peas 
falls  bdow  the  standard  of  quality  pre¬ 
scribed  by  paragraph  (b)  (1)  of  this  sec¬ 
tion  the  label  shall  bear  the  statement  of 
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substandard  quality  In  the  manner  and 
form  specified  in  {  155.170(b)  (3)  for 
canned  peas,  exc^t  that  words  “Exces¬ 
sively  mealy”  shall  not  be  used. 

(c)  Fill  of  container — (1)  The  stand¬ 
ard  of  fill  of  container  for  canned  dry 
peas  is  that  prescribe^  for  canned  peas 
by  §  155.170(c)(1). 

(2)  If  canned  dry  peas  fall  below  the 
standard  of  fill  of  container  prescribed  by 
parafiTaph  (c)(1)  of  this  section,  the 
label  shall  bear  the  general  statement  of 
substandard  fill  specified  In  §  130.14(b) 
of  this  chapter,  in  the  manner  and  form 
therein  specified. 

§  155.190  Canned  tomatoes. 

(a)  Identity — (1)  Description — (i) 
Canned  tomatoes  is  the  food  prepared 
from  mature  tomatoes  conforming  to  the 
characteristics  of  the  fruit  Lycopersicum 
esculentum  P.  Mill,  of  red  or  reddish 
varieties.  The  tomatoes  may  or  may  not 
be  peeled,  but  shall  have  had  the  stems 
and  calicies  removed  and  shall  have  been 
cored,  except  where  the  internal  core 
is  insignificant  to  texture  and  appear¬ 
ance. 

(ii)  Canned  t(Mnatoes  may  contain  one 
or  more  of  the  safe  and  suitable  optional 
Ingredients  specified  in  paragraph  (a)  (2) 
of  this  section,  be  packed  without  any 
added  liquid  or  in  one  of  the  optional 
packing  media  specified  in  paragraph  (a) 

(3)  of  this  section  and  be  prepared  in  one 
of  the  styles  specified  in  paragraph  (a) 

(4)  of  this  section.  Su«h  food  is  sealed  in 
a  container  and  before  or  after  sealing  is 
so  processed  by  heat  as  to  prevent 
spoilage. 

(2)  Optional  ingredients.  One  or  more 
of  the  following  safe  and  suitable  ingre¬ 
dients  may  be  used : 

(1)  Calcium  salts  in  a  quantity  rea¬ 
sonably  necessary  to  firm  the  tomatoes, 
but  the  amount  of  calcium  in  the  finished 
canned  tcanatoes  is  not  more  than  0.045 
percent  of  the  weight,  except  -that  when 
the  tomatoes  are  prepared  in  one  of  the 
styles  specified  in  paragraph  (a)  (4)  (iv) 
to  (vi)  of  this  section  the  amount  of  cal¬ 
cium  is  not  more  than  0.08  p>ercent  of 
the  weight  of  the  food. 

(ii)  Organic  acids  for  the  purpose  of 
acidification. 

(iii)  Dry  nutritive  carbohydrate  sweet¬ 
eners  whenever  any  organic  acid  pro¬ 
vided  for  in  paragraph  (a)  (2)  (ii)  of  this 
section  is  used,  in  a  quantity  reason¬ 
ably  necessary  to  compensate  for  the 
tartness  resulting  from  such  added  acid. 

(iv)  Salt. 

(V)  Spices,  spice  oils. 

(vi)  Flavoring  and  seasoning. 

(vii)  Natural  vegtable  ingredients  such 
as  onion,  peppers,  and  celery  in  a  quan¬ 
tity  not  more  than  10  percent  by  weight 
of  the  finished  food. 

(3)  Packing  media.  (1)  The  liquid 
draining  from  the  tmnatoes  during  or 
after  peeling  or  coring. 

(il)  The  liquid  strained  from  the  resi¬ 
due  from  pr^iaring  tomatoes  for  canning 
consisting  of  peels  and  cores  with  or 
without  t<Hnatoes  or  pieces  thereof. 

(Ill)  The  liquid  strained  from  mature 
tcunatoes. 


(iv)  Tomato  Juice,  t(Mnato  puree  or 
tomato  pulp  or  tomato  paate  (Mxnplylng 
with  the  compositional  requirements  of 
§§  155.191,  155.192,  and  156.145  of  this 
chapter. 

(4)  Styles.  (1)  Whole. 

(ii)  Whole  and  pieces.  . 

(iii)  Pieces. 

(iv)  Diced. 

(V)  Sliced. 

(vi)  Wedges. 

(5)  Name  of  the  food,  (i)  The  name  of 
the  food  is  “tomatoes”,  except  tiiat  when 
the  tomatoes  are  not  peeled  the  name  is 
“unpeeled  t<Hnatoes”. 

(ii)  The  following  shall  be  included  as 
part  of  the  name  or  in  close  proximity  to 
the  name  of  the  food : 

(a)  A  declaration  of  any  fia voting  that 
characterizes  the  product  as  specified  in 
§  101.22  of  this  chapter. 

(b)  A  declaration  of  any  added  spice, 
seasoning,  or  natural  vegetable  ingredi¬ 
ent  that  characterizes  the  product,  (e.g., 

“with  added _ ”  or,  “with _ ” 

the  blank  to  be  filled  in  with  the  word(s) 
“spice(s)”,  “seasonlng(s)”,  or  the  name 
(s)  of  the  vegetable(s)  used  or  in  lieu  of 
the  word(s)  “spice(s)”  or  “seasoning 
(s)”,  the  common  or  usual  name(s)  of 
the  spice(s)  or  seasoning (s)  used)  ex¬ 
cept  that  no  declaration  of  the  presence 
of  onion,  peppers,  and  celery  is  required 
for  stewed  tomatoes. 

(c)  The  word  “stewed”  if  the  toma¬ 
toes  contain  characterizing  amounts  of 
at  least  the  three  optional  vegetables 
listed  in  paragraph  (a)(2)(^ii)  of  this 
section. 

(d)  The  styles:  “whole  and  pieces”, 
“pieces”,  “diced”,  “sliced”,  or  “wedges”, 
as  appropriate. 

( e )  The  name  of  the  packing  medium : 
“tomato  paste”,  “tomato  puree”,  or 
“tomato  pulp”  as  provided  in  paragraph 
(a)(3)(iv)  of  this  section,  or  “strained 
residual  tomato  material  from  prepara¬ 
tion  for  canning”  as  provided  for  in 
paragraph  (a)  (3)  (11)  of  this  section,  as 
appropriate.  The  name  of  the  packing 
medium  shall  be  preceded  by  the  word 
“with”. 

(iii)  The  following  may  be  included  as 
part  of  the  name  or  in  close  proximity  to 
the  name: 

(a)  The  word  “whole”  if  the  tomato  in¬ 
gredient  present  is  whole  or  almost  whole 
and  the  drained  weight  &s  determined  in 
accordance  with  the  method  prescribed 
in  paragraph  (b)  (2)  of  this  section  is  not 
less  than  80  percent  of  the  finished  food. 

(b)  The  words  “stdid  pack”  when  none 
of  the  optional  packing  media  specified 
in  paragraph  (a)  (3)  of  this  section  are. 
used. 

(c)  The  w'ords  “in  tomato  juice”  if 
the  packing  medium  specified  In  para¬ 
graph  (a)  (3)  (iv)  of  this  section  is  used. 

(6)  Label  declaration  of  optional  in¬ 
gredients.  The  name  of  each  optional  In- 
gredent  used  shall  be  declar^  on  the 
label  as  required  by  the  iu>plicable  sec¬ 
tions  of  Part  101  of  this  chapter. 

(b)  Quality — (1)  The  standard  of 
quality  for  canned  tomatoes  Is  as  follows; 

(1)  Hie  drained  weight,  as  determined 
by  the  method  prescribed  in  paragraph 


(b)  (2)  (1)  of  this  section,  is  not  less  than 
50  percent  of  the  weic^Uof  water  re¬ 
quired  to  fill  the  container,  as  determined 
by  the  general  methcxl  for  water  capacity 
of  containers  prescribed  in  $  130.12(a)  of 
this  chapter; 

(ii)  The  strength  and  redness  of  color 
as  determined  by  the  method  prescribed 
in  paragraph  (b)  (2)  of  this  section,  are 
not  less  than  that  of  the  blended  color  of 
any  combination  of  the  color  discs  de¬ 
scribed  in  such  method  in  which  one- 
third  the  area  of  disc  1,  and  not  more 
than  one-third  the  area  of  disc  2,  is 
exposed; 

(iii)  1^1  per  kilogram  (2.2  txiunds)  of 
the  finished  food  covers  an  area  of  not 
more  than  15  cm*  (2.3  square  Inches) 
(6.8  cm’  (1.06  square  inch)  per  pound) 
on  average  of  all  containers  examined 
provided,  however,  the  area  of  peel  Is  not 
a  factor  of  quality  for  canned  impeeled 
tomatoes  labeled  in  accordance  with  par¬ 
agraph  (a)  (5)  (i)  of  this  section;  and 

(iv)  Blemishes  per  kilogram  (2.2 
pounds)  of  the  finished  food  cover  an 
area  of  not  more  than  3.5  cm*  (0.54 
square  inch)  (1.6  cm’  (0.25  square  inch) 
per  pound)  based  on  an  average  of  all 
containers  examined. 

(2)  Canned  tomatoes  shall  be  tested 
by  the  following  method  to  determine 
whether  or  not  they  meet  the  require¬ 
ments  of  paragraph  (b)  (1)  (i)  and  (ii)  of 
this  section: 

(i)  Remove  lid  from  container,  but  in 
the  case  of  a  container  with  lid  attached 
by  double  setun,  do  not  remove  or  alter 
the  height  of  the  double  seam.  Tilt  the 
opened  container  so  as  to  distribute  the 
contmts  over  the  meshes  of  a  circular 
sieve  which  has  previously  been  weighed. 
The  diameter  of  the  sieve  used  Is  20.3 
centimeters  (8  inches)  if  the  quantity  of 
the  contents  of  the  container  is  less  than 
1.4  kilograms  (3  poimds)  or  30.5  centi¬ 
meters  (12  inches)  if  such  quantity  Is  1.4 
kilograms  (3  pounds)  or  more.  The 
meshes  of  such  sieve  are  made  by  so 
weaving  wire  of  1.4  mm  (0.054  inch) 
diameter  as  to  form  square  openings  11.3 
mm  by  11.3  mm  (0.446  inch  by  0.446 
inch) .  Without  shifting  the  tomatoes,  so 
incline  the  sieve  as  to  facilitate  drainage 
of  the  liquid.  Two  minutes  from  the  time 
drainage  begins,  weigh  the  sieve  and 
drained  tomatoes.  The  weight  so  found, 
less  the  weight  of  the  sieve,  shall  be  con¬ 
sidered  to  be  the  drained  weight. 

(ii)  'Remove  from  the  sieve  the  drained 
tomatoes,  cut  out  and  segregate  succes¬ 
sively  those  portions  of  least  redness 
imtil  50  percent  of  the  drained  weight 
has  been  so  segregated.  Comminute  the 
segregated  portions  to  a  uniform  mixture 
without  removing  or  breaking  the  seeds. 
Fill  the  mixture  into  a  black  container  to 
a  depth  of  at  least  25.4  mm  (1  inch). 
Free  the  mixture  fnxn  air  bubbles,  and 
skim  off  or  press  below  the  surface  all 
visible  seeds.  Ckxnpare  the  color  of  the 
mixture,  in  full  diffused  daylight  or  its 
equivalent,  with  the  bloided  color  ot 
combinations  of  the  following  conc^tric 
Muns^  color  discs  of  equal  diameter,  or 
the  color  equivalent  of  such  discs: 

(a)  Red — Munsell  5  R  2.6/13  (glossy 
finish). 
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(b)  Ydlow — ^Munsell  2.5  YR  3  12 
(glo68y  finish). 

(e>  Black — Munsell  N  1/  (glossy 
finish). 

(d)  Grey — Munsell  N  4  (mat  fini^). 

(3)  Sampling  and  acceptance  proce¬ 
dure.  A  lot  is  to  be  c(Hislda:«d  acceptable 
when  the  number  of  "defectives”  does 
not  exceed  the  acceptance  number  in 
the  sampling  idans  given  in  paragraph 
(b)  (3)  (11)  of  this  section. 

(I)  Definitions  of  terms  to  be  used  in 
the  sami^lng  plans  in  paragraph  (b)  (3) 
(ii)  of  this  sectlcm  are  as  fc^ows: 

(a)  Lot.  A  collection  of  i»imary  con¬ 
tainers  or  units  oi  the  same  size,  type, 
and  style  manufactured  or  packed  imder 
similar  conditions  and  handled  as  a  sin¬ 
gle  unit  of  trade. 

(b)  Lot  size.  The  number  of  primary 
c(»italners  or  units  in  the  lot 

(c)  Sample  size  (n).  The  total  num¬ 
ber  of  sample  units  drawn  for  examina- 
tl(Hi  from  a  lot 

(d)  Sample  unit.  A  container,  the  en¬ 
tire  contents  ot  a  ocmtalner,  a  portion 
of  the  contents  of  a  contalnM*.  or  a  com¬ 
posite  mixture  of  product  from  small 
containers  that  is  sufficient  for  examlna- 
tlMi  or  testing  as  a  singde  milt 

(e)  Defective.  Any  sami^  unit  shall 
be  regarded  as  defective  when  the  sam¬ 
ple  unit  does  not  meet  the  criteria  set 
forth  in  the  standards. 

(/)  Acceptance  number  (o).  The 
maximum  number  of  defective  sample 
units  permitted  in  the  samjde  in  order  to 
(xmslder  the  lot  as  meeting  the  specified 
requirements. 

(g)  Acceptable  quality  level  (AQL). 
The  maximum  percent  of  defective  sam¬ 
ple  units  permitted  in  a  lot  that  will  be 
accepted  aM>roxlmatdy  95  percent  of 
the  time. 

(II)  Sampling  plans  and  acceptance 
procedure: 

Acceptable  Quality  level  8.5 


Lot  site  (primary 
rontslnets) 

Site  of  oontsiner 

Net  weisht  equal  to  or  leas  ttisu 

1kg  (2.8  lb.) 

• 

t 

4300  or  less . . 

M 

2 

4J(M  to  34,000 . 

21 

8 

34,001  to  48.000 . . 

29 

4 

48,001  to  84,000 . . 

48 

8 

84,001  to  144,000. . . 

84 

9 

144,001  to  340,000 . . 

138 

18 

Over  340,000 . 

300 

19 

Net  waigbt  greater  than  1  kg 

(XS  Ib.)  but  not  more  than 

4A  kg  (10  Ib.) 

11 

c 

2,400  or  less . 

13 

3 

2,401  to  15.000 . 

21 

3 

15,001  to  34,000 . 

29 

4 

34,001  to  42.000 . 

48 

6 

42,001  to  72,000 . 

84 

9 

72,001  to  130,000 . 

138  • 

13 

©Ter  130,000 . 

300 

10 

Net  weight  greater  than  4.5 
kgCWIb.) 

0  II 

e 

000  or  less . 

U 

3 

601  to  2,000 . 

.  21 

3 

2,001  to  7,200 . 

30 

4 

7,201  to  15,000 . 

48 

6 

15,001  to  34.000 . 

84 

9 

24,001  to  42,000 . 

138 

18 

Orer  42,000 . 

300 

19 

n-numbar  of  prtmaiT  eontaiiMn  in  sunplo. 
c^McwpUneo  nnmtMr. 


(4)  If  the  quality  of  canned  tomatoes 
falls  bdow  the  standard  prescribed  in 
paragraph  (b)  (1)  of  this  section,  the  la- 
bd  shall  bear  the  genual  statement  of 
substandard  quality  specified  in  i  130.14 

(a)  oi  this  chapter  in  the  manner  and 
form  therein  specified;  if,  however,  the 
quality  of  canned  tomatoes  falls  below 
standard  with  respect  to  only  (me  of  the 
factors  of  quality  specified  by  paragraph 

(b)  (1)  (i)  to  (iii)  of  this  section,  there 
may  be  substituted  for  the  sec<md  line  of 
such  general  statement  of  substandard 
quality  (”Q<xxl  Food — Not  High  Grade”) 
a  new  line,  apprcmriate  tor  the  ccarre- 
sp<mding  sul^^agraidi  designation  of 
paragrai^  (b)(1)  of  this  sectlcm  which 
the  canned  tomatoes  fall  to  meet,  to  read 
as  ftAlows:  (1)  “Poor  col<»”  or  (11)  ‘T5x- 
cesslve  peel”  or  (ill)  “Excessive  blem¬ 
ishes”. 

(c)  FiU  of  container — (1)  The  stand¬ 
ard  of  fill  of  container  for  canned  toma¬ 
toes  is  a  fill  of  not  less  than  90  percent 
ot  the  total  capacity  of  the  container,  as 
determined  by  the  general  method  for 
fill  ot  ccmtalners  prescribed  in  1 130.12 
(b)  of  this  chapter. 

(2)  If  cann^  tomatoes  fall  below  the 
standard  erf  fill  of  container  prescribed 
in  paragraph  (c)  (1)  of  this  sectloii.  the 
label  shall  bear  the  general  statement  oi 
substandard  fill  specified  in  1 110.14  (b> 
of  this  chapter,  in  the  manner  and  form 
therein  specific. 

§  155.191  Tomato  paste. 

(а)  Tomato  paste  is  the  food  pru>ared 
from  one  or  any  combination  ot  two  or 
all  of  the  fidlowing  cmtional  ingredients: 

(1)  The  liquid  obtained  from  mature 
tomatoes  of  red  or  reddish  varieties. 

(2)  The  liquid  obtained  from  the  resi¬ 
due  fnxn  preparing  such  tomatoes  for 
canning,  consisting  (rf  peelings  and  cores 
with  or  without  such  tomatoes  (w  pieces 
thereof. 

(3)  The  liciuld  obtained  from  the  resi¬ 
due  from  peutial  extraction  of  Juice  from 
such  tomatoes. 

Such  liquid  is  obtained  by  so  straining 
such  tomatoes  or  residue,  with  or  with¬ 
out  heating,  as  to  exclude  skins,  seeds, 
and  other  coarse  or  hard  substances. 
Prior  to  straining,  food-grade  hydrochlo¬ 
ric  acid  may  be  added  to  the  tomato  ma¬ 
terial  at  a  rate  to  obtain  a  pH  no  lower 
than  2.0±0.2.  Such  acid  is  then  neutral¬ 
ized  with  food-grade  sodium  hydroxide 
so  that  the  treated  tomato  matmlal  is 
restored  to  a  pH  of  4.2±0.2,  prior  to 
straining.  It  is  concentrated  and  may  be 
seasoned  with  one  or  m(M«  of  the  optional 
ingredlNits: 

(4)  Sedt  (sodium  chloride  formed  dur¬ 
ing  acid  neutralization  shall  be  consid¬ 
ered  added  salt). 

(5)  Spice. 

(б)  Flavoring. 

It  may  contain,  in  such  quantity  as 
neutralizes  a  part  ot  the  tomato  acids, 
the  (^tional  ingredient: 

(7)  Baking  soda. 

Whm  sealed  in  a  container  it  is  so  proc¬ 
essed  by  heat,  before  or  after  sealing,  as 
to  prevent  qwilage.  It  contains  not  less 
than  24.0  percent  of  natural  tomato  solu¬ 


ble  solids  as  determined  by  the  f  (blowing 
method:  *  Determine  the  refractive  index 
of  the  clear  serum  obtained  from  the 
product,  corrected  for  temperature,  con- 
vmting  Uie  resultant  index  to  "%  Su¬ 
crose”  in  accordance  with  the  “Interna¬ 
tional  Scale  of  Itefractlve  Indices  of 
Suiuose  at  20*  C.,”  pages  823-30,  Refer- 
aice  Tables  43.008  and  43.009  of  the  book 
“Official  Methods  of  Analjrsis  of  the  As- 
sociatbm  of  Official  Agricultural  Chem¬ 
ists,"  10th  edition,  1965.  If  no  salt  has 
been  added,  this  percent  sucrose  from  the 
reference  table  shall  be  considered  the 
perc«it  of  natural  tomato  soluble  solids. 
If  salt  has  been  added,  determine  the 
percent  of  sodium  chloride  by  the  methexi 
prescribed  on  page  519,  section  30.009, 
under  “Sodium  CSiloride-Offictal."  of  said 
book.  Subtract  the  percent  of  sodium 
chloride  found  from  the  percent  of  total 
soluble  solids  found  and  multiply  the  dif¬ 
ference  by  1.018.  The  product  riiaU  be 
considered  the  percent  of  natural  tomato 
soluble  solids. 

(b)  When  the  (wtional  ingredient 
specified  in  paragrai4i  (a)(2)  ot  this 
section  is  present.  In  whole  or  in  part, 
the  label  shall  bear  the  statemoit  'TAade 
from**  (or  Made  in  part  from**,  as  the 
case  may  be)  "residual  tomato  material 
from  canning".  When  the  optional  in¬ 
gredient  specified  in  peuagraph  (a)(3) 
of  this  se^on  is  present,  In  whole  or  In 
part,  the  label  shall  bear  the  statonent 
“Made  fitxn”  (or  ‘lAade  In  part  from”, 
as  the  case  may  be)  “residual  tomato 
material  from  partial  extractkxi  of 
juice".  If  both  such  ingredients  are  pres¬ 
ent,  such  statements  may  be  combined 
in  the  statemMit  "Made  from**  (or  "Made 
in  part  from",  as  the  case  may  be)  '‘re¬ 
sidual  t(»iato  material  from  canning  and 
from  partial  extraction  oi  Juice**.  When 
the  optkmal  ingredient  specified  in  para- 
graidi  (a)  (4),  (5),  or  (6)  of  this  sectlcm 
is  present,  the  label  shall  bear  the  state¬ 
ment  or  statements  “Salt  added"  or 
"With  added  salt**,  "Spice  added"  (u* 
"With  added  spice”,  “Flavoring  added’* 
or  “With  added  flavoring",  as  the  case 
may  be.  When  the  optional  Ingredient 
specified  in  paragraph  (a)(7)  thi.<t 
section  is  present,  the  label  shall  bear 
the  statonent  “Baking  soda  added".  It 
two  or  all  of  the  optlcmal  ingredients  spe¬ 
cified  in  paragraphs  (a)  (4),  (5),  (6). 
and  (7)  of  this  section  are  present,  such 
statements  may  be  combined;  for  ex¬ 
ample,  “Salt,  spice,  flavoring,  and  bak¬ 
ing  soda  added”.  In  lieu  of  the  word 
“salt”,  “spice”,  or  “flavoring”  in  such 
statement  or  statements,  the  common  or 
usual  name  of  six;h  salt,  spice,  or  flavor¬ 
ing  may  be  used. 

(c)  Wherever  the  name  “Tomato 
paste"  appears  on  the  label  so  conspic¬ 
uously  as  to  be  easily  seen  under  custom- 


*  “CoUalMMratlve  Study  of  the  Determlne- 
tion  of  Soluble  S<^lds  In  Tomato  Products  by 
BefracUve  Index  Kxpreseed  as  Peroent  Suc- 
croee'*  by  Prank  C.  Lamb,  National  Canners 
Association,  1980  Sixth  Street,  Berkeley,  CA 
94710,  “Journal  of  Uie  Asaodatlon  of  OflBcial 
Analytical  (Themlsts,’*  vol.  69,  No.  5  (1969), 
pp.  1050-64.  Adopted  as  offlclal,  first  actl<m  at 
the  1969  AOAC  meeting. 
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ary  conditions  of  purchase,  the  state¬ 
ment  statements  specified  In  this  sec¬ 
tion.  showing  the  optional  Ingredients 
present  shall  immediately  and  conspic¬ 
uously  precede  or  follow  such  name, 
without  intervening  written,  printed,  or 
grai^ilc  matter. 

§  155.192  Tomato  puree. 

(a)  Tomato  puree,  tmnato  pulp,  is  the 
food  prepared  from  one  or  any  com¬ 
bination  of  two  or  all  of  the  following 
optional  ingredients : 

(1)  The  liquid  obtained  from  mature 
tomatoes  of  red  or  reddish  varieties. 

(2)  The  liquid  obtained  from  the  resi¬ 
due  from  preparing  such  tomatoes  for 
canning,  consisting  of  peelings  and  cores 
with  or  without  such  tomatoes  or  pieces 
thereof. 

(3)  The  liquid  obtained  from  the  resi¬ 
due  from  partial  extractlcm  of  Juice  from 
such  tomatoes. 

(4)  Salt. 

Such  liquid  is  obtained  by  so  straining 
such  tomatoes  or  residue,  with  or  with¬ 
out  heating,  as  to  exclude  skins,  seeds, 
and  other  coarse  or  hard  substances. 
Prior  to  straining,  food-grade  hydro¬ 
chloric  acid  may  be  added  to  the  tomato 
material  at  a  rate  to  obtain  a  pH  no 
lower  than  2.0  ±0.2.  Such  acid  is  then 
neutralized  with  food-grade  sodium  hy¬ 
droxide  so  that  the  treated  tomoto  ma¬ 
terial  is  restored  to  a  pH  of  4.2±0.2,  prior 
to  straining.  It  is  concentrated  and  may 
be  seasoned  with  salt  (sodium  chloride 
formed  during  acid  neutralization  shall 
be  considered  added  salt).  When  sealed 
in  a  container,  it  is  so  processed  by  heat, 
before  or  after  sealing,  as  to  prevent 
spoilage.  It  contains  not  less  than  8.0 
perooit,  but  less  than  24.0  percent,  of 
natural  tomato  soluble  solids,  as  deter¬ 
mined  by  the  following  method;  *  Deter¬ 
mine  the  refractive  index  of  the  clear 
serum  obtained  from  the  product,  cor¬ 
rected  for  temperature,  converting  the 
resultant  index  to  “%  Sucrose”  in  ac- 
ocHtlance  with  the  ‘Tntemational  Scale 
of  R^ractlve  Indices  of  Sucrose  at  20* 
C.,”  pages  931-33,  935,  Reference  Tables 
47.012,  47.013,  and  47.015  of  the  book 
“Offlcial  Methods  of  Analysis  of  the  As¬ 
sociation  of  OfBcial  Analytical  CHiemlsts.” 
11th  edition,  1971.  If  no  salt  has  been 
added,  this  percent  sucrose  from  the 
reference  table  shall  be  considered  the 
percent  of  natural  tomato  soluble  solids. 
If  salt  has  been  added,  determine  the 
percent  of  sodium  chloride  by  the  method 
prescribed  on  page  561,  section  32.017, 
imder  “Sodium  Chloride — Official.”  of 
said  boc^.  Subtract  the  percent  of  sodium 
chloride  from  the  percent  of  total  sol¬ 
uble  solids  found  affid  multiply  the  dif¬ 
ference  by  1.016.  The  product  shall  be 


T  “Collaborative  Study  of  the  Determina¬ 
tion  Soluble  Solids  In  Tomato  Products  by 
Refractive  Index  Expressed  as  Percent  Suc- 
croee”  by  Frank  C.  Lamb.  National  Canners 
Association.  1960  Sixth  Street,  Berkeley,  CA 
94710,  “Journal  of  the  Association  of  Official 
Analytical  Chemists,”  vcd.  62,  No.  6  (1969), 
pp.  1060-64.  Adopted  as  official,  first  action  at 
the  1969  AOAC  meeting. 


considered  the  percent  of  natural  tomato 
soluble  solids. 

(b)  (1)  When  the  optional  ingredient 
specified  in  paragraph  (a)(2)  of  this 
section  is  present,  in  whole  or  in  part, 
the  label  shall  bear  the  statement  “Made 
from  residual  tomato  material  from  can¬ 
ning”  or  “Made  in  part  from  residual 
tomato  material  from  canning”,  as  the 
case  may  be.  When  the  optional  ingredi¬ 
ent  specified  in  paragraph  (a)  (3)  of  this 
section  is  present,  in  whole  or  in  pent, 
the  label  shaU  bear  the  statement  “Made 
from  residual  tomato  material  frcHn  par¬ 
tial  extraction  of  Juice”  or  “Made  in  part 
from  residual  tomato  material  from  par¬ 
tial  extraction  of  Juice”,  as  the  case  may 
be.  If  both  such  ingredients  are  present, 
such  statements  may  be  combined  in  the 
statement  “Made  from  residual  tomato 
material  from  canning  and  from  partial 
extraction  of  Juice”  or  “Made  in  part 
from  residual  tomato  material  from  can¬ 
ning  and  from  partial  extraction  of 
Juice”,  as  the  case  may  be.  When  the 
optional  ingredient  specified  in  para¬ 
graph  (a)  (4)  of  this  section  is  present, 
the  label  shall  bear  the  statement  “Salt 
added”  or  “With  added  salt”. 

(2)  The  name  specified  for  the  food 
covered  by  this  section  is  “tomato  puree” 
or  alternatively  “tomato  pulp”;  however, 
if  the  only  optional  tomato  ingredient 
used  is  the  ingredient  specified  in  para¬ 
graph  (a)  (1)  of  this  section  and  the  food 
contains  not  less  than  20.0  percent  of 
natural  tomato  soluble  solids,  the  name 
“concentrated  tomato  Juice”  may  be  used 
in  lieu  of  the  names  “tomato  puree”  or 
“tomato  pulp”. 

(3)  Wherever  the  name  “Tomato 
puree”  or  “Tomato  pulp”  appears  on  the 
label  so  conspicuously  as  to  be  easily 
seen  imder  customary  conditions  of  pur¬ 
chase,  the  statement  or  statements  spec¬ 
ified  in  this  section,  showing  the  optional 
ingredients  present.  shaU  Immediately 
and  conspicuously  precede  or  follow  such 
name,  without  intervening  written, 
printed,  or  graphic  matter. 

§  155.194  Catsup. 

(a)  Catsup,  ketchup,  catchup,  is  the 
food  prepar^  fixHn  one  or  any  com¬ 
bination  of  two  (NT  all  the  following 
optional  ingredients: 

(1)  The  liquid  obtained  from  mature 
tomatoes  of  red  or  reddish  varieties. 

(2)  The  liquid  obtained  frmn  the  resi¬ 
due  from  pr^)aring  such  tomatoes  for 
canning,  consisting  ot  peelings  and  cores 
with  or  without  such  tomatoes  or  pieces 
thereof. 

"’(3)  The  liquid  obtained  from  the  res¬ 
idue  from  partial  extraction  of  Juice 
from  such  tomatoes. 

Such  liquid  is  obtained  by  so  straining 
such  tomatoes  or  residue,  with  or  with¬ 
out  heating,  as  to  exclude  skins,  seeds, 
and  other  coarse  or  hard  substances. 
Prior  to  straining,  food-grade  hydro¬ 
chloric  acid  may  be  added  to  the  tmnato 
material  at  a  rate  to  obtain  a  pH  no  lower 
than  2.0  ±0.2.  Such  acid  is  then  neutral¬ 
ized  with  food-grade  sodium  hydroxide  so 
that  the  treated  tomato  material  is  re¬ 
stored  to  a  pH  of  4.2±0.2.  prior  to  strain¬ 
ing.  It  is  concentrated  and  seasoned  with 


salt  (sodium  chloride  formed  during  acid 
neutralization  shall  be  considered  added 
salt),  a  vinegar  or  vinegars,  spices  or 
fiavorlngs  or  both,  and  onions  or  garlic 
or  both,  and  is  sweetened  with  sugar,  or 
dextrose,  or  com  sirup  (including  dried 
com  sirup),  or  glucose  sirup  (Including 
dried  glucose  sirup),  or  any  mixture  of 
these;  provided  that  when  the  solids  of 
com  sirup,  or  dried  com  sirup,  or  glu¬ 
cose  sirup,  or  dried  glucose  sirup  (or  any 
combination  of  these)  used  contains  less 
than  58  percent  by  weight  of  reducing 
sugars  calculated  as  anhydrous  dextrose, 
then  such  com  sirup  or  glucose  sirup 
shall  be  mixed  with  sugar  or  dextrose  or 
both,  in  such  quantity  that  the  weight 
of  the  solids  of  such  com  sirup  or  <^ed 
com  sirup  or  both,  or  glucose  sirup,  or 
dried  glucose  sirup  or  both,  is  not  more 
than  one-third  of  the  weight  of  the 
solids  of  such  mixture.  When  sealed  in  a 
container,  it  is  so  processed  by  heat,  be¬ 
fore  or  after  sealing,  as  to  prevent 
spoilage. 

(b)  (1)  For  the  purposes  of  this  sec¬ 
tion,  the  term  “com  sirup”  means  refined 
com  sirup  (including  dried  com  sirup) 
the  solids  of  which  contain  not  less  than 
40  percent  by  weight  of  reducing  sugars 
calculated  as  anhydrous  dextrose. 

(2)  The  term  “glucose  sirup”  means  a 
clarified,  concentrated,  aqueous  solution 
of  the  products  obtained  by  the  incom¬ 
plete  hydrolysis  of  any  edible  starch. 
The  solids  of  glucose  sirup  contain  not 
less  than  40  percent  by  weight  of  re¬ 
ducing  sugars  calculated  as  anhydrous 
dextrose.  “Dried  glucose  sirup”  means 
the  product  obtained  by  drying  “glucose 
sirup.” 

(c)  When  optional  ingredient  speci¬ 
fied  in  paragraph  (a)  (2)  of  this  section, 
is  present,  in  whole  or  in  part,  the  label 
shall  bear  the  statement  “Made  from 

_ ”  (or  "Made  in  part  from _ ”, 

as  the  case  may  be)  “Residual  tomato 
material  from  canning”.  When  op¬ 
tional  ingredient  specified  in  paragraph 
(a)  (3)  of  this  section  is  present,  in  whole 
or  in  part,  the  label  shaU  bear  the  state¬ 
ment  “Made  from _ ”  (or  “Made  in 

part  from _ ”,  as  the  case  may  be) 

“Residual  tomato  material  from  partial 
extraction  of  Juice”.  If  both  such  in¬ 
gredients  are  present,  such  statements 
may  be  combined  in  the  statement  “Made 

from _ ”  (or  “Made  in  part  from 

_ ”,  as  the-case  may  be)  “Residual 

tomato  material  from  canning  and 
from  partial  extraction  of  Juice”. 
Wherever  the  name  “CTatsup”,  “Ketch¬ 
up”  or  “Catchup"  appears  on  the  label 
so  conspicuously  as  to  be  easily  seen  un¬ 
der  customary  conditions  of  purchase, 
the  statement  or  statements  specified  in 
this  paragraph  showing  the  optional  in¬ 
gredients  present  shaU  Immediately  and 
ccmsplcuously  precede  or  foUow  such 
name,  without  intervening  written, 
printed,  or  graphic  matter. 

§  155.200  Certain  other  canned  vege¬ 
tables. 

(a)  The  canned  vegetables  for  which 
definitions  and  standards  of  identity  are 
Iiresciibed  by  this  section  are  those 
named  in  column  I  of  the  table  set  forth 
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In  paragraph  (b)  of  this  section.  The 
vegetable  ingredient  in  each  such  canned 
vegetable  is  obtained  by  proper  prepara¬ 
tion  from  the  succulent  vegetable  pre¬ 
scribed  In  column  n  of  such  table.  If 
two  or  more  forms  of  such  Ingredient  are 
designated  In  column  m  of  such  table, 
the  vegetable  In  each  such  form  is  an 


(c)  Water  Is  added  to  the  vegetable 
Ingredient,  except  that  pimientos  may 
be  canned  with  or  without  added  water, 
and  sweet  potatoes  in  mashed  form  are 
canned  without  added  water.  Asparagus 
may  be  canned  with  added  water,  aspara¬ 
gus  Juice,  or  a  mixture  of  both.  For  the 
purposes  of  this  section,  asparagus  Jiilce 
Is  the  clear,  unfermented  liquid  expressed 
from  the  washed  and  heated  sprouts  or 
parts  of  sprouts  of  the  asparagus  plant, 
and  mixtures  of  asparagus  Juice  and 
water  are  considered  to  be  water  when 


optional  Ingredient.  To  the  vegetable 
ingredient  additional  ingredioits  as  re¬ 
quired  or  permitted  by  paragraph  (c)  of 
this  section  are  added,  and  the  food  Is 
sealed  In  a  ccmtalner  and  so  processed 
by  heat  as  to  prevent  spcdlage. 

(b)  The  table  referred  to  In  paragraph 
(a)  of  this  section  Is  as  follows: 


such  mixtures  are  used  as  a  packing 
medium  for  canned  asparagus.  In  Uie 
case  of  artichokes,  a  vinegar  or  any  safe 
and  suitable  organic  acid,  which  either 
Is  not  a  food  additive  as  defined  In  sec¬ 
tion  201  (s)  of  the  P^eral  Food,  Drug, 
and  Cosmetic  Act,  or  if  it  Is  a  food  addi¬ 
tive  as  so  defined,  is  used  In  conformity 
with  regulations  established  pursuant  to 
section  409  of  the  act.  Is  added  In  such 
quantity  as  to  reduce  the  pH  of  the  fin¬ 
ished  canned  vegetable  to  4.5  or  b^w. 
The  following  optional  Ingredients,  In 


the  case  of  the  vegetables  specified,  may 
be  added; 

(1)  An  edible  vegetable  oil.  in  the 
cases  of  artichokes  and  pimientos. 

(2)  Snaps,  in  the  cases  of  shelled 
beans,  black-eyed  peas,  and  field  peas. 

(3)  In  the  case  of  all  vegetables 
(except  canned  mushrooms  and  except 
canned  mashed  sweetpotatoes  as  regards 
the  seasonings  Used  In  paragraph  (c>  (3) 
(iii>  of  this  section)  one  or  more  of 
the  following  optional  seasoning  in¬ 
gredients  may  be  added  in  a  quantity 
sufficient  to  season  the  food. 

(i)  Refined  sugar  (sucrose). 

(11)  Refined  com  sugar  (dextrose) . 

(ill)  Com  sirup,  glucose  sirup. 

(iv)  Dried  com  sirup,  dried  glucose 
sirup. 

(V)  Spice. 

(vl)  A  vinegar. 

(vU)  Green  peppers  or  red  peppers 
which  may  be  dried. 

(viii)  Mint  leaves. 

(lx)  Onions,  which  may  be  dried. 

(X)  OarUc,  which  may  be  dried. 

(xi)  Horseradish. 

(xii)  Lemon  Juice  or  concentrated 
lemon  Juice. 

(xlii)  Butter  or  margarine  in  a  quan¬ 
tity  not  less  than  3  percent  by  weight 
of  the  finished  food.  When  butter  or  mar¬ 
garine  is  added,  safe  and  suitable  emul¬ 
sifiers  or  stabUizers.  or  both,  may  be 
added.  When  butter  or  margarine  Is 
added,  no  spice  or  fiavoring  simulating 
the  color  or  flavor  Imparted  by  butter 
or  margarine  Is  used. 

(4)  In  the  case  of  all  vegetables,  the 
foUowlng  optional  Ingredients  may  be 
added: 

(i)  Salt. 

(ii)  Monosodium  glutamate. 

(ill)  Disodlum  inosinate  complying 
with  the  provisicxis  of  9  172.535  of  this 
chapter. 

<lv)  Disodium  guanylate  complying 
with  the  provisions  of  9  172.530  of  this 
chapter. 

(V)  Hydrolsrzed  vegetable  protein. 

(Vi)  Autolj^sed  yeast  extract. 

(5)  In  the  case  of  all  vegetables  except 
canned  mushrooms,  flavoring  (except 
artificial)  may  be  added. 

(6)  (i)  In  the  case  of  potatoes,  piu*!- 
fled  calcium  chloride,  calcium  sulfate, 
calcium  citrate,  monocalcium  phosphate, 
or  any  mixture  of  two  or  more  such  cal¬ 
cium  salts,  in  a  quantity  reascmably  nec¬ 
essary  to  firm  the  potatoes,  but  in  no 
case  in  a  quantity  such  that  the  calcium 
contained  in  any  such  salt  or  mixture  Is 
more  than  0.1  percent  of  the  weight  of 
the  finished  food. 

(ii)  In  the  case  of  green  sweet  peppers, 
red  sweet  peppers,  or  lima  beans,  purified 
calcium  chloride,  calcium  sulfate,  calci¬ 
um  citrate.  m(mocalchun  phosphate,  or 
any  mixture  of  two  or  more  such  calcium 
salts,  in  a  quantity  reascmably  necessary 
to  firm  the  peivers  or  lima  beans,  but 
in  no  case  in  a  quantity  such  that  the 
calcium  (xmtained  in  such  calcium  salt 
or  mixture  Is  more  than  0.026  percent  of 
the  weight  oi  the  finished  food. 

(Ul)  Ih  the  case  of  canned  bean 
sprouts,  calcium  lactate  may  be  added  in 
an  amoimt  reasonably  necessary  to  Im- 


Ntuiie  or  .oyiionym  of  raniifd 
vegetable 


111 

0|>iiunHl  fonns  of  vegriabir  ingredient 


Artichokes. 

A.iltaritgiLs. . 


Flower  buds  of  the  Hrtictioke  plant 


Bean  suroiits. 
Shelled  beans. 


Lima  l>eans  or  buttev  beans _ 

Beets . 


Edible  (tortious  of  .sprouts  of  the  aspurngu.- 
plant,  as  follows: 

S  and  W  In  or  more  of  upi<er  end . 

3  and  H  in  or  more  of  peeled  upper  end . 
Not  less  than  2  and  H  In  but  less  than 
3  and  H  In  of  uppM  end 

Less  than  2  and  k,,'  in  of  upper  end _ 

Hproats  ent  in  pieces . . 

Sprouts  bom  which  the  ti|>  has  been 
removed,  cut  In  jiieces. 

Sfirouts  of  the  Mung  bean . 

Seed  shelled  bom  green  or  wax  bean  (tods, 
with  or  without  snaps  (pieces  of  Imma¬ 
ture  unshelled  pods). 

Seed  shelled  from  the  pod.^  of  the  lima 
bean  plant. 

Root  of  the  beet  plant _ _ 


Whole;  half  or  halves  or  halved;  whole 
hearts;  halved  hearts;  quartered 
hearts. 


Beet  greens. 


Broccoli . 

Brussels  sprouts. 
Cabbage . 


Carrots . 

Cauli  (lower. 


Celery . : . 

CoUards . 

Dandelion  greens. 

Rale . . 

Mushrooms . 


Mustard  greeii.s. 

Okra . . 

Onions . 

Parsniiw . . 


Leaves,  or  leaves  and  immature  ru(>t.  of 
the  bwt  plant. 

Heads  of  the  broccoli  plant . 

Sprouts  of  the  Itrussels  sprouts  plant _ 

tilt  ple<>ea  of  the  heads  of  the  cabbage 
plant. 

Root  of  the  carrot  plant .  . 

('ut  pleoe.s  of  the  head  of  the  cauli  dower 
plant. 

Stalks  of  the  celery  plant .  .  .. 

Leaves  of  the  ooUard  plant . .  . 

Leaves  of  the  dandelion  plant ....  . . 

Leaves  of  the  kale  (dant . 

Cap  and  stem  of  the  mushroom  . 


Stalks  or  siwars. 

Peeled  .stalks  or  rweled  spears. 

Tips. 

Points. 

Out  stalks  or  cut  srtears. 

Bottom  cuts  or  cuts— tli^s  removerl. 


Whole;  slices  or  .sliced;  quorU'rs  or 
quartererl;  dice  or  dlcwl;  cut;  slioc- 
string  or  French  style  or  iulienne. 


Do. 

Cut ,  hearts. 


Leaves  of  the  mustard  plant ... 

Pods  of  the  okra  plant . 

Bulb  of  the  onion  plant _ 

Root  of  the  ftarsnip  plant . 


Black -eye  [leas  or  black-eyed  Seed  slielled  from  (mkIs  of  the  black -eye  pea 
peas.  plant,  with  or  without  snaits  (pieces  of 

immature  unshelled  podst. 

Field  pens .  Seed  8helle<l  from  pods  of  the  field  pea 

plant  (other  than  the  blaok-e^  pea 
plant),  with  or  without  snails  ({lieces  of 
immature  unshelled  |>oda). 

Green  sweet  poppers .  Green  ixtds  of  the  sweet  |)ept»er  plant . 

Red  sweet  pep{>era .  Red-ripe  (axis  of  the  sweet  ()ep()er  plant... 

Pimientos  or  pimentos .  Red-ri|je  pods  of  the  pimiento.  pimento. 

pepper  (dant. 

Potatoes  . .  Tuber  of  the  (xxato  (ilant. 

Rutabagas  _  ....  .  Root  of  the  rutabaga  (ilant 

Salsify . .  - . Root  of  the  .salsify  plant .... 

Spinach....  .  . T.«aves  of  the  spinach  plant _ 

Sweet  pot  utoee...  .  Tul>orofthesweet|>otnlo|>1ant _ 

Swiss  chard . .  . .  I/eav(«  of  (he  Swiss  chard  plant. 

Trulfles .  Fruit  of  the  trufBe . . 

Turnip  greens . Leaves  of  the  turnip  plant _ _ 

Turnips . . .  Root  of  the  turnip  |>lant . 


Buttons,  whole,  slices  or  sliced;  piece 
and  stems. 

Whole;  cut. 

Do. 

Whole;  quarters  or  (juartered;  slices  fl 
sliced;  cut;  shoestring  or  French  styl 
or  iulienite. 


W  hole,  halves  or  halved,  piei-*-!,  dice  or 
diced;  stri|«:  cho|>ped. 

Do. 

Whole,  halves  or  halved;  pieces;  dice 
or  diced;  slices  or  slioed:  chopped. 

Whole;  slices  or  slioed:  dice  or  diced; 
pieces:  shoestring  or  French  style  or 
julienne:  French  fry  cut. 

Whole;  quarters  or  quartered:  slices  or 
sliced;  dice  or  diced;  cut. 

Whole  leaf:  cut  leaf  or  sliced;  cbopited. 

Whole;  mashed;  pieces  or  cuts  or  cut 
(longitudinally  cut  halves  may  be 
named  on  labels  as  halvM  or  halved 
in  lieu  of  pieces  or  cuts  or  cut). 


Whole;  quarters  or  cjuartere*!;  slices  or 
sllcetl;  dice  or  diced:  cut. 


FEDERAL  REGISTER.  VOL.  42,  NO.  SO — TUESDAY,  MARCH  15,  1977 


14460 


RULES  AND  REGULATIONS 


prove  crispness  but  not  In  an  amount 
such  that  calcium  contained  therein  ex¬ 
ceeds  0.051  percent  of  the  weight  of  the 
finished  food. 

fly)  In  the  case  of  carrots,  purified 
calcium  chloride,  calcium  sulfate,  calci¬ 
um  citrate,  monocidclum  phosphate,  or 
any  mixture  of  two  or  more  such  calcium 
salts,  in  a  quantity  reasonably  necessary 
to  firm  the  carrots,  but  In  no  case  in  a 
quantity  such  that  the  calciiun  contained 
in  any  such  salt  or  mixture  is  more  than 
0.036  percent  by  weight  of  the  finished 
food. 

(7)  In  the  case  of  canned  mushrooms, 
ascorbic  acid  (vitamin  C)  may  be  added 
in  a  quantity  not  to  exceed  37.5  milli¬ 
grams  for  each  ounce  of  drained  weight 
of  mushrooms. 

(8)  In  the  case  of  canned  artichokes 
packed  In  glass  containers,  ascorbic  acid 
may  be  added  In  a  quantity  not  to  ex¬ 
ceed  32  milligrams  p>er  100  grams  of  the 
finished  food. 

(9)  In  the  case  of  canned  asparagus 
packed  In  glass  containers,  stannous 
chloride  may  be  added  In  a  quantity  not 
to  exceed  15  parts  per  million  calculated 
as  tin  (Sn),  except  that  In  the  case  of 
asparagus  packed  In  glass  containers 
with  lids  lined  with  an  Inert  materia]  the 
quantity  of  stannous  chloride  added  may 
exceed  15  parts  per  mlllkm  but  not  20 
parts  per  million  calculated  as  tin  (Sn) . 

(10)  In  the  case  of  canxied  black-eyed 
peas,  dlsodhim  EDTA  may  be  added  In  a 
quantity  not  to  exceed  145  parts  per 
million. 

(11)  In  the  case  of  potatoes,  calcium 
disodlum  EDTA  may  be  added  In  a  qtian- 
tity  not  to  exceed  110  parts  per  million. 

(12)  A  vinegar  or  any  safe  and  siilt- 
able  organic  acid,  which  either  Is  not  a 
food  additive  as  defined  in  section  201  (s) 
of  the  Federal  Food,  Drug,  and  Cosmetic 
Act,  or  if  It  Is  a  food  additive  as  so  de- 
fln^  Is  used  In  conformity  with  regula¬ 
tions  estiUt^lshed  pursuant  to  sectlcm  409 
of  the  act.  In  the  cases  of  all  vegetables 
(except  artich(rices.  In  which  the  quantity 
of  such  (^tlonal  Ingredient  Is  prescribed 
^  the  Introductory  text  of  paragraph  (c) 

this  section,  and  except  canned  mush¬ 
rooms,  In  which  no  such  Ingredient  Is 
permitted) .  In  a  quantity  which,  together 
with  the  amount  of  any  lemon  Juice  or 
ccmcentrated  lemon  Juice  that  may  be 
added.  Is  not  m<m  than  sufficient  to 
permit  effective  processing  by  heat  with¬ 
out  discoloration  or  other  Impairment  of 
the  article. 

(d)  The  name  of  each  canned  vege¬ 
table  for  which  a  definition  and  stand¬ 
ard  of  identity  Is  prescribed  by  this  sec¬ 
tion  is  the  name  or  any  synonym  thereof 
whereby  such  vegetable  is  designated  In 
column  I  of  the  table  In  paragraph  (b) 
of  this  section. 

(e)  When  two  or  more  forms  of  the 
vegetable  are  specified  in  column  m  of 
the  table  in  paragraph  (b)  of  this  sec¬ 
tion,  the  label  shall  bear  the  specified 
word  or  words,  or  In  case  synonyms  are 
so  specified,  one  of  such  synonyms,  show¬ 
ing  the  f  (xm  of  the  vegetable  Ingredient 
present;  except  that  in  the  case  of 
canned  spinach,  if  the  whcde  leaf  is  the 
optional  form  used,  the  word  “spinach” 


unmodified  may  be  used  In  lieu  of  the 
words  “whole  leaf  spinach”. 

(f )  (1)  If  the  optional  ingredient  spec¬ 
ified  in  paragraph  (e)  (1)  of  this  section 
Is  present,  the  label  shall  bear  the  state¬ 


ment  “ - on  added”  or  “With 

added - oil”,  the  blank  being 


filled  In  with  the  ocmunon  or  usual  name 
of  the  oil. 

(2)  If  asparagiis  Juice  is  used  as  a 
packing  medium  In  canned  asparagus, 
the  label  shall  bear  the  statement 
“Packed  In  asparagus  Juice”. 

(3)  If  the  optional  ingredient  specified 
In  paragraph  (c)  (2)  this  section  Is 
present,  the  label  shall  bear  the  state¬ 
ment  “With  snaps”. 

(g)  The  name  of  the  food  shall  In¬ 
clude  a  declaration  of  any  flavoring  that 
characterizes  the  product  as  specified  In 
§  101.122  of  this  chapter,  and  a  declara¬ 
tion  of  any  spice  or  seasoning  that  char¬ 
acterizes  tlM  product;  for  example, 
“with  added  spice”,  “seasoned  with  red 
peppers”,  “seasoned  with  butter”. 
Wherever  the  name  of  the  vegetable  ap¬ 
pears  on  the  label  so  conspicuously  as  to 
be  easily  seen  under  customary  condi¬ 
tions  of  purchase,  the  words  and  state¬ 
ments  specified  In  paragraphs  (e)  and 
(f)  (1)  through  (3)  of  this  section  shall 
immediately  and  conspicuously  precede 
or  follow  such  name,  without  Intervening 
written,  printed,  or  gnqihlc  matter,  ex¬ 
cept  that  the  varietal  name  of  the  vege¬ 
table  may  so  Intervene. 

(h)  Each  of  the  optional  Ingredients 
used  shall  be  declared  on  the  label  as 
required  by  the  aivllcable  sections  of 
Part  101  of  this  chapter. 

§  155.201  Canned  ninslirooni!^. 

(a)  Identity.  TTie  standard  of  Identity 
for  canned  mushrooms  is  part  of  the 
standard  of  identity  for  certain  other 
canned  vegetables  under  §  155.200. 

(b)  [Reserved] 

(c)  Fill  of  container.  The  standard  of 
fill  of  cont^er  for  csmned  mushrooms 
Is  a  fill  such  that; 

(1)  The  weight  of  drained  mushrooms 
In  a  container  the  dimensions  of  which 
are  specified  In  the  following  table  Is  not 
less  than  the  weight  of  drained  mush- 
rocsns  prescribed  in  such  table  for  such 
container: 


Trade  designation 

OTaraH  dimensions 
sealed  can  (inches) 

Weight  In 
ounces  of 
drained 
mush¬ 
rooms 
(ayoirdu- 
pois) 

Diameter 

Height 

202  X  204 . 

2'4 

2 

211  X  212 . 

2>H« 

2*4 

8 

aoo  X  400 . 

3 

4 

4 

a07  X  610 . 

SMe 

.■iH 

1« 

•03  X  700 . 

•He 

* 

•8 

(2)  The  drained  weight  of  mushrooms 
In  containers  of  a  size  not  specified  In 
paragraph  (c)  (1)  ot  this  section  Is  not 
less  than  56  percent  of  the  water  capacity 
of  the  container.  If  such  water  capacity 
is  less  than  11.0  ounces  avoirdupois;  not 
less  than  59  percent  cff  the  water  ciqiac- 
ity  of  the  ccmtalner,  if  such  water  ca¬ 
pacity  is  11.0  ounces  or  m(x%  but  less 
than  25  Ounces  avoirdupois;  and  not 


less  than  62  percent  of  the  water  ca¬ 
pacity  of  the  container,  if  such  water 
capacity  Is  25  ounces  avoirdupois  or 
more. 

(3)  Water  capacity  of  containers  is 
determined  by  the  general  method  pro¬ 
vided  In  §  130.12  of  this  chapter. 

(4)  Drained  weight  is  determined  by 
the  following  method:  Tilt  the  opened 
container  so  as  to  distribute  the  con¬ 
tents  evenly  over  the  meshes  of  a  cir¬ 
cular  sieve  which  has  been  previously 
weighed.  The  diameter  of  the  sieve  Is 
8  Inches  if  the  quantity  of  contents  of 
the  container  is  less  than  3  pounds,  and 
12  inches  if  such  quantity  is  3  pounds  or 
more.  The  bottom  of  the  sieve  is  woven- 
wlre  cloth  which  complies  with  the  spec¬ 
ifications  for  such  cloth  set  forth  under 
“2380  Micron  (No.  8)  ”  In  table  I  of 
“Standard  Specifications  for  Sieves,” 
published  March  1,  1940,  in  L.C.  584  of 
the  U.S.  Department  of  Commerce, 
National  Bureau  of  Standards.  Without 
shifting  the  material  on  the  sieve,  so  in¬ 
cline  the  sieve  as  to  facilitate  drainage. 
Two  minutes  after  drainage  begins, 
weigh  the  sieve  and  drained  mushrooms. 
The  weight  so  found,  less  the  weight  of 
the  sieve,  shall  be  considered  to  be  the 
weight  of  drained  mushrooms. 

(5)  If  canned  mushrooms  fall  below 
the  applicable  standard  of  fill  of  con¬ 
tainer  prescribed  In  paragraph  (c)  (1)  or 
(2)  of  this  section,  the  label  shall  bear 
the  general  statement  of  substandard 
fill  specified  In  S  130.14(b)  of  this  chap¬ 
ter,  In  the  manner  and  form  therein 
specified. 

PART  156— VEGETABLE  JUICES 

Subpart  A — [Rcsarvad] 

Subpart  B — Raqulramanta  for  Spaclfk 
Standardizad  Vagatabla  Julcaa 

See. 

160.146  Tomato  Juice. 

166.147  Tellow  tomato  J\ilce. 

Autroeitt:  Secs.  401,  701,  62  Stat.  1046  as 
amended,  1066-1056  as  amended  (21  UA.C. 
841,  371). 

Subpart  A — [Reserved] 

Subpart  B — Requirements  for  Specific 
Standardized  Vegetable  Juices 

§  156.145  Tomato  juice. 

(a)  Tomato  Juice  is  the  unctxicen- 
trated  liquid  extracted  from  mature  to¬ 
matoes  of  red  or  reddish  varieties,  with 
or  without  scalding  followed  by  drain¬ 
ing.  In  the  extraction  of  such  liquid, 
heat  may  be  applied  by  any  m^od 
which  does  not  add  water  thereto.  Such 
liquid  Is  strained  free  fnxn  skins,  seeds, 
and  other  coarse  or  hard  substances,  but 
carries  finely  divided  Insoluble  solids 
from  the  flesh  of  the  tomato.  Such  liquid 
may  be  homogenized,  and  may  be  sea¬ 
soned  with  salt.  Such  liquid  may  contain 
added  ascorbic  acid  In  a  quantity  such 
that  the  total  vitamin  C  In  each  fluid 
ounce  of  the  finished  food  Is  10  milli¬ 
grams  as  determined  by  the  method  pre¬ 
scribed  in  sections  39.051-39.055  of  the 
Official  Methods  of  Analysis  of  the  Asso¬ 
ciation  of  Official  Analytical  Chemists, 
11th  ed.,  1970,  pp.  777-778,  xmder  “Vlta- 
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min  C  (Ascorbic  Acid)  Ofiftcial  Final 
Action”.*  When  seeded  in  a  container,  it 
is  so  prcxiessed  by  heat,  bef<»o  or  after 
sealing,  as  to  pr^Tcnt  spoilage. 

(b)  Each  of  the  (vtlMial  Ingredients 
used  shall  be  declared  <«  the  label  as 
reqtiind  by  Uie  i^Ucable  sections  of 
Part  101  of  this  chapter.  Twnato  Juice  to 
which  vitamin  C  has  been  added  may 
bear  on  its  label  the  statement  “En¬ 
riched  with  Vitamin  C”  in  accordance 
with  §  104.5  of  this  chapter  or  “with 
added  vitamin  C”  or  a  similar  statement. 

EmcTivK  Date  Note:  At  39  FR  30684,  June 
14.  1974.  i  166.146  (formerly  i  63.1)  wes  re¬ 
vised.  At  39  FR  31806,  Sept.  3,  1074.  the  ef¬ 
fective  date  was  stayed  pending  a  public 
hearing.  For  the  convenience  of  the  user  the 
currently  effective  section  follows: 

§  136.143  Tomato  >uiee;  identity. 

Tmnato  Juice  Is  the  unooncentrated  liquid 
estracted  from  mature  tomatoes  oi  red  or 
reddish  varieties,  with  or  without  scalding 
foUowed  by  draining.  In  the  extraction  of 
such  liquid,  heat  may  be  applied  by  any 
method  which  does  not  add  water  thereto. 
Such  liquid  la  strained  free  from  skins,  seeds, 
and  other  coarse  or  hard  substances,  but  car¬ 
ries  finely  divided  Insoluble  solids  from  the 
flesh  of  the  tomato.  Such  liquid  may  be 
homogenised,  and  may  be  seasoned  with 
salt.  When  sealed  In  a  container  It  Is  so  proc¬ 
essed  by  heat,  before  or  after  sealing,  as  to 
prevent  spoilage. 

§  156.147  Yellow  tomato  juice. 

Yellow  tomato  juice  is  the  unconcen¬ 
trated  liquid  extracted  from  mature  to¬ 
matoes  of  yellow  varieties.  It  conforms. 
In  all  other  respects,  to  the  definition 
and  standard  of  Identity  for  tomato 
Juice  prescribed  in  S  156.145. 


PART  158— FROZEN  VEGETABLES 

Subpart  A  Qeneral  Provisions 

Sec. 

168.3  Definitions. 

Subaart  B — ResMlrerwents  for  SpecHtc 
StandardlzedFroxen  Vegetables 

168.170  Frozen  peas. 

Autborttv:  Seca.  401,  701,  53  Stat.  1046  as 
amended,  1068-1066,  as  amended  (31  U.S.C. 
341,  371). 

Subpart  A — General  Provisions 

§  138.3  DeAnitions. 

For  the  purposes  of  this  part  the  fol¬ 
lowing  definitions  shall  apply : 

(a)  Lot.  A  collection  of  primary  con¬ 
tainers  or  units  of  the  same  size,  type 
and  style  manufactured  or  packed  under 
similar  conditions  and  handled  as  a  sin¬ 
gle  unit  of  trade. 

(b)  Lot  size.  The  number  of  primary 
containers  or  units  (pounds  when  in 
bulk)  in  the  lot. 

(c)  Sample  size.  The  total  number  of 
sample  units  drawn  for  examination 
from  a  lot. 

(d)  Sample  unit.  A  container,  a  por¬ 
tion  of  the  contents  of  a  container,  or  a 
composite  mixture  of  product  from  small 

*  Coplm  may  be  obtained  from:  Association 
ot  OBclal  AnalyUeal  CbeBolets,  P.a  Box  640, 
Benjamin  Franklin  Station,  Washington.  D.C. 
30644. 


containers  that  is  sufficient  for  the  ex¬ 
amination  or  testing  as  a  single  unit. 

(•)  De/eefioe.  Any  sample  unit  shall  be 
regarded  as  defective  when  the  sample 
unit  does  not  meet  the  criteria  set  forth 
in  the  standards. 

(1)  Acceptance  number.  The  maximum 
number  of  defective  sample  units  per¬ 
mitted  in  the  sample  in  order  to  cmisidcr 
the  lot  as  meeting  the  specified  require¬ 
ments.  The  following  acceptance  num¬ 
bers  shall  apiAy: 


Lot  NM  (rvimAry 

Siie  contAiMV 

contAiner) 

N44  wAight  to  or  km 

thAn  1  kc(3.2  R>) 

•  c 

4A00  or  kiS6 . 

IS 

2 

4,801  to  24,000 . 

21 

3 

M.001tA«AOO . 

-  20 

4 

tAMitAiuaan 

48 

• 

M.OOl  to  144.000 . 

M 

0 

144.001  to  240,000 . 

m 

U 

Ovtr  240,000 . 

300  . 

19 

Nst  wvtebt jfsatar  Uwn 
lki(lillb) 


• 

* 

NuniWr^l  pounds: 

20,000  or  kes . 

u 

More  tbmn  20,000  to 

wo.ooo . 

Mm  Umu  100,000  to 

SI 

300,000 . 

Mm  UiAD  200,000  to 

39 

. - 

Mors  thAu  ^,000  to 

46 

000,000 . 

Mm  thm  600,000  to 

64 

1,000,0QU 

Morvtnan  1,000,000 . 

138 

SOS 

n 

M 

sonnnilirr  ofmmplr  nnlts. 
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(g)  Acceptable  quality  level  (AQL). 
The  mavinumi  ];)ercent  of  defective  sam¬ 
ple  units  permitted  in  a  lot  that  will  be 
accepted  approximately  95  percent  of  the 
time. 

Subpert  B — Requirements  for  Specific 
^endardized  Frozen  Vegetables 

§  138.170  Frozen  peas. 

(a)  Identity— iU  Product  definition. 
Froeen  peas  is  the  food  in  “package” 
form  as  that  term  is  defined  in  i  1.1(b) 
of  this  chapter,  prepared  from  the  suc¬ 
culent  seed  of  the  pea  plant  of  the  species 
Pisum  sativum  L.  Any  suitable  variety  of 
pea  may  be  used.  It  is  blanched,  drained, 
and  preserved  by  freezing  in  such  a  way 
that  the  range  of  temperature  of  maxi¬ 
mum  crystallization  is  passed  quickly. 
The  freezing  process  shall  not  be  re¬ 
garded  as  complete  until  the  product 
temperature  has  reached  —18“  C  (0“  F) 
or  lower  at  the  thermal  center,  after 
thermal  stabilizaticxi.  Such  food  may 
contain  one,  or  any  combinatimi  of  two 
or  more,  of  the  following  safe  and  suit¬ 
able  optional  ingredients: 

(1)  Natural  and  artificial  fiavors. 

(ii>  Condiments  such  as  spices  and 
mint  leaves. 

(ill)  Dry  nutritive  carbohydrate  sweet¬ 
eners. 

(iv)  Salt. 

(V)  Monosodium  glutamate  and  other 
glutamic  acid  salts. 

(2)  Size  specifications.  If  size  graded, 
frozen  peas  shall  contain  not  lezs  than  80 
percent  by  weight  of  peas  of  the  size  de¬ 


clared  or  of  smaller  sizes.  The  sample 
unit  may  not  contain  more  than  20j?er- 
cent  by  weight  of  peas  of  the  next^two 
larger  sizes,  of  which  not  more  than  one 
quarter  by  weight  of  such  peas  may  be 
of  the  laxger  of  these  two  sizes,  and  may 
contain  no  peas  larger  than  the  next  two 
larger  siz^  if  such  there  be.  The  follow¬ 
ing  sizes  and  designations  shall  apply : 


Riiund  Sole  skvc  xitc  tlirough 
vbicb  pms  will  pass 

Hilimtftrt 

Inch 

Sit*  dAsiguAliAu: 
Rxtn  smAlI.... 

.  T'ptoT.S . 

..  a  2i‘.5 

.32 

. 

.  VDto8.» . 

.  to  10.2 . 

.40 

Lm* . 

.  4>»«»  19l2. . 

.40 

(3)  Labeling.  The  name  of  the  product 
is  “peas”.  The  term  “early’*,  “June”,  or 
“early  Jmae”  shaU  precede  or  follow  the 
name  In  the  case  of  smooth-skin  or  sub¬ 
stantially  smooth-skin  peas,  such  as 
Alaska-fjrpe  peas.  Where  the  peas  are 
of  sweet  green  wrinkled  varieties,  the 
name  may  Include  the  designation 
“sweet”,  “green*,  “wrinkled”,  or  any  com- 
blnatlcm  thereof.  The  label  shall  cmitain 
the  words  “froeen”  or  “quick  frozen’’. 
The  name  of  the  food  shall  include  a 
deelaratlon  of  any  flavoring  that  char- 
acterteea  the  product  as  specified  in 
f  101.22  (tf  this  chapter  and  a  declaration 
of  any  condiment  such  as  spices  and  mint 
leaves  that  characterizes  the  product, 
e.g.,  “Spice  added”.  Where  a  statement 
of  pea  size  is  made,  such  statement  shall 
Indicate  either  the  size  designatiem  as 
specified  in  paragraph  (a)  (2)  of  this  sec¬ 
tion  or  the  applicable  sieve  size.  However, 
the  optional  descriptive  words  “petite” 
or  “tW”  may  be  used  in  conjunction 
with  the  product  name  when  an  average 
of  80  percent  or  more  of  the  peas  will  pass 
through  a  circular  opening  of  a  diameter 
of  8.75  mm  (0.34  in)  or  less  for  sweet 
green  wrinkled  peas  and  8.2  mm  (0.32 
In)  for  smooth-skin  or  substantially 
smooth-skin  peas,  such  as  Alaska-type 

p^. 

(4)  Ingredient  statement.  The  name  of 
each  ot  the  Ingredients  used  shall  be  de¬ 
clared  on  the  label  as  required  by  the  ap¬ 
plicable  sections  of  Part  101  of  tliis 
chapter. 

(b)  Quality — (1)  The  standard  of 
quality  for  frozm  peas  is  as  follows: 

(i)  Not  more  than  4  percent  by  weight 
blond  peas,  i.e.,  yellow  or  white  but  edi¬ 
ble  peas; 

(11)  Not  more  than  10  percent  by 
weight  blemished  peas.  i.e..  slightly 
stained  or  spotted  peas; 

(ill)  Not  more  than  2  percent  by  weight 
seriously  blemished  peas,  i.e.,  peas  that 
are  hard,  shrivelled,  spotted,  discolored 
or  otherwise  blemished  to  an  extent  that 
the  appearance  or  eating  quality  is  seri¬ 
ously  aSected; 

(iv>  Not  more  than  15  jiercent  by 
weight  pea  fragmoits,  le.,  portions  of 
peas,  separated  or  individual  cotyledons, 
crushed,  partial  or  bre^n  cotyledon.s 
and  loose  skins,  but  excluding  entire 
intact  peas  with  skins  detached; 

(v)  Not  more  than  0.5  percent  by 
weight,  or  more  than  12  sq  cm  (2  sq  in) 
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in  area,  extraneous  vegetable  material, 
i.e.,  vine  or  leaf  or  pod  material  from 
the  pea  plant  or  other  such  material  per 
sample  unit  as  defined  in  paragraph  (b) 
of  this  section. 

(vi)  The  sum  of  the  pea  material  de¬ 
scribed  in  paragraph  (b)(1)  (i),  (il), 
(iii)  and  (iv)  of  this  section  shall  not 
exceed  15  percent. 

(vii)  For  peas  that  meet  the  organolep¬ 
tic  and  analytical  characteristics  of 
sweet  green  wrinkled  varieties: 

(a)  The  alcohol-insoluble  solids  may 
not  be  more  than  19  percent  based  on 
the  procedure  set  forth  in  paragrai^  (b) 

(3)  of  this  secti(Hi. 

(b)  Not  more  than  15  percent  by 
count  of  the  peas  may  sink  in  a  solution 
containing  16  percent  salt  by  weight  ac¬ 
cording  to  the  brine  flotation  test  set 
forth  in  paragrai^  (b)  (4)  of  this  section; 

(viii)  FV>r  smooth-skin  or  substantially 
smooth-skin  varieties  the  alcohol  insolu¬ 
ble  solids  may  not  be  more  than  23  per¬ 
cent  based  on  the  procediue  set  forth  in 
paragraph  (b)  (3)  of  this  section. 

(ix)  The  quality  of  a  lot  shall  be  con¬ 
sidered  acceptable  when  the  number  of 
defectives  does  not  exceed  the  accept¬ 
ance  number  in  the  sampling  plans  set 
forth  in  §  158.3(f), 

(2)  The  sample  unit  for  determining 
compliance  with  the  requirements  of 
paragraph  (b)  (1)  of  this  section  other 
than  those  of  paragraphs  (b)  (1)  (vii)  (a) 
and  (b)  (1)  (viii)  of  this  section,  shall  be 
500  g  (17.6  oz) .  For  the  determination  of 
alcohol-insoluble  solids  as  specified  in 
paragraph  (b)  (3)  of  this  section,  the 
container  may  be  the  sample  imit. 

(3)  Alcohol-insoluble  solids  determi¬ 
nation. 

(i)  Extracting  solutions: 

(a)  One  hundred  parts  of  ethanol  de¬ 
natured  with  flve  parts  of  methanol  vol¬ 
ume  to  volume  (formula  3A  denatured 
alcohol) ,  or 

(b)  A  mixture  of  95  parts  of  formula 
3A  denatured  alcohol  and  flve  parts  of 
isopropanol  v/v. 

(ii)  Eighty  percent  alcohol  (8  liters  of 
extracting  solutions,  specified  in  para¬ 
graph  (b)  (3)  (i)  (a)  or  (b)  of  this  sec¬ 
tion,  diluted  to  9.5  liters  with  water) . 

(iii)  Drjdng  dish — a  flat-bottom  dish 
with  a  tight  fitting  cover. 

(iv)  Drying  oven — a  properly  venti¬ 
lated  oven  thermostatically  controlled  at 
100±2‘’  C. 

(V)  Procedure — Transfer  frozen  con¬ 
tents  of  package  to  plastic  bag;  tie  bag 
securely  and  immerse  in  water  bath  with 
continuous  flow  at  room  temperature. 
Avoid  agitation  of  bag  during  thawing 
by  using  clamps  or  weights.  When  sample 
completely  thaws,  remove  bag,  blot  off 
adhering  water,  and  transfer  peas  to  U.S. 
No.  8  sieve,  using  (20  cm.)  size  for  con¬ 
tainer  of  less  than  3  lb.  net  weight  and 
(30.5  cm.)  for  larger  quantities.  Without 
shifting  peas,  incline  sieve  to  aid  drain¬ 
age,  drain  2  minutes.  With  cloth  wipe 
surplus  water  frcun  lower  scre^  surface. 
Weigh  250  g.  of  peas  into  high-speed 
blender,  add  250  g.  of  water  and  blend 
to  smooth  paste.  For  less  than  250  g. 
sample,  use  Entire  sample  with  equal 
weight  of  water.  Weight  20  g.  ±10  mg.  of 
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the  paste  into  250  ml.  distillation  flask, 
add  120  ml.  of  extracting  solutlcKis  speci¬ 
fied  In  paragraph  (b)  (3)  (1)  (a)  or  (b) 
of  this  section,  and  reflux  30  minutes  on 
steam  or  water  bath  or  hotplate.  Fit  Into 
a  buch^er  funnel  a  Alter  paper  of  appro¬ 
priate  size  (previously  prepared  by  dry¬ 
ing  in  flatbottom  dish  for  2  hours  in 
drying  oven,  covering,  cooling  in  desic¬ 
cator,  and  weighing).  Apply  vacuum  to 
buchner  funnel  and  transfer  contents  of 
beaker  so  as  to  avoid  running  over  edge 
of  paper.  Aspirate  to  dryness  and  wash 
material  on  Alter  with  80  percent  alcohol 
imtil  washings  are  clear  and  colorless. 
Transfer  paper  and  alcohol-insoluble 
solids  to  drying  dish  used  to  prepare 
paper,  dry  uncovered  for  2  hours  in  dry¬ 
ing  oven,  cover,  cool  in  desiccator,  and 
weigh  at  once.  From  this  weight  deduct 
weight  of  dish,  cover,  and  pt^r.  Cal¬ 
culate  percent  by  weight  of  alcohol - 
insoluble  solids. 

(4)  Brine  flotation  test,  (i)  Explana¬ 
tion — The  brine  flotation  test  utilizes 
salt  solutions  of  various  specific  gravities 
to  separate  the  peas  according  to  matur¬ 
ity..  The  brine  solutions  are  based  on  the 
percentage  by  weight  of  pure  salt  (NaCl) 
in  solution  at  20*  C.  In  making  the  test 
the  brine  solutions  are  standardized  to 
the  proper  specific  gravity  equivalent  to 
the  specified  “percent  of  salt  solutions 
at  20"  C”  by  using  a  salometer  spindle 
accurately  calibrated  at  20*  C.  A  250  ml. 
glass  beaker  or  similar  receptacle  is  filled 
with  the  brine  solution  to  a  depth  of  ap¬ 
proximately  50  mm.  The  brine  solution 
and  sample  (100  peas  per  container) 
must  be  at  the  same  temE>erature  and 
should  closely  approximate  20*  C. 

(ii)  Procedure — ^Af ter  carefully  remov¬ 
ing  the  skins  from  the  peas,  place  the 
peas  into  the  solution.  Pieces  of  p>eas  and 
loose  skins  should  not  be  used  in  making 
the  brine  flotation  test.  If  cotyledons 
divide,  use  both  cotyledons  in  the  test 
and  consider  the  two  separated  cotyle¬ 
dons  as  1  pea;  and,  if  an  odd  cotyledon 
sinks,  consider  it  as  one  pea.  Only  peas 
that  sink  to  the  bottom  of  the  receptacle 
within  10  seconds  after  immersion  are 
counted  as  “peas  that  sink”. 

(5)  If  the  quality  of  the  frozen  peas 
falls  below  the  standard  prescribed  in 
paragraph  (b)(1)  of  this  section,  the 
label  shall  bear  the  general  statement  of 
substandard  quality  specified  in  the  Code 
of  Federal  R^ulations  but  in  lieu  of  the 
words  prescribed  in  the  second  line  of 
the  rectangle  the  following  words  may  be 
used  where  the  frozen  peas  faU  below  the 
standard  in  only  one  respect:  “Below 

standard  in  quality _ ”,  the  blank 

to  be  filled  in  with  the  speciflc  reason  for 
substandard  quality  as  listed  In  the 
standard. 

PART  160— EGGS  AND  EGG  PRODUCTS 

Subpart  A — [Raaaivad] 

Subpart  B — Requirements  for  Specific  Eggs  and 
Egg  Products 

160.100  Eggs. 

160.106  Dried  eggs. 

160.110  Frozen  eggs. 

160.116  Liquid  eggs. 

160.140  Egg  whites. 

160.146  Dried  egg  whites. 
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160.160  Frozen  egg  whites. 

160.180  Egg  yolks. 

160.186  Dried  egg  yolks. 

160.190  Frozen  egg  yolks. 

Authoritt:  Secs.  401,  701,  62  Stst.  1046,  as 
amended,  1065-1066,  as  amended  (21  UJ3.C. 
341,  371)  unless  otherwise  noted. 

Subpart  A — [Reserved] 

Subpart  B — Requirements  for  Specific 
Standardized  Eggs  and  Egg  Products 

§  160.100  Eggs. 

No  regulation  shall  be  promulgated 
Axing  and  establishing  a  reasonable  defl- 
nitiMi  and  standard  of  identity  for  the 
food  commonly  known  as  eggs. 

§  160.105  Dried  eggs. 

(a)  Dried  eggs,  dried  whole  eggs  are 
prepared  by  drying  liquid  eggs  that  con¬ 
form  to  S  160.115,  with  such  precautions 
that  the  finished  food  is  free  of  viable 
Salmonella  microorganisms.  They  may 
be  powdered.  Before  drying,  the  glucose 
content  of  the  liquid  eggs  may  be  reduced 
by  one  of  the  optional  procedures  set 
forth  in  paragraph  (b)  of  this  section. 
Either  silicon  dioxide  complying  with  the 
provisions  of  S  172.480  of  this  chapter 
or  sodium  silicoaluminate  may  be  added 
as  an  optional  anticaking  ingredient,  but 
the  amount  of  silicon  dioxide  used  is  not 
more  than  1  percent  and  the  amount  of 
sodium  silicoaluminate  used  is  less  than 
2  percent  by  weight  of  the  finished  food. 
The  finished  food  shall  contain  not  less 
than  95  percent  by  weight  total  egg 
solids. 

(b)  The  optional  glucose-removirg 
procedures  are: 

(1)  Enzyme  procedure.  A  glucose- 
oxidase-catalase  preparaticm  and  hydro¬ 
gen  peroxide  solution  are  added  to  the 
liquid  eggs.  The  quantity  used  and  the 
time  of  reaction  are  sufficient  to  substan¬ 
tially  reduce  the  glucose  content  of  the 
liquid  eggs.  The  glucose-oxidase-cata¬ 
lase  prei>aration  used  is  one  that  is  gen¬ 
erally  recognized  as  safe  within  the 
meaning  of  section  201  (s)  of  the  Fed¬ 
eral  Food,  Drug,  and  Cosmetic  Act.  The 
hydrogen  peroxide  solution  used  shall 
comply  with  the  specifications  of  the 
United  States  Pharmacopeia,  except  that 
it  may  exceed  the  concentration  specified 
therein  and  it  does  not  contain  a 
preservative. 

(2)  Yeast  procedure.  The  pH  of  the 
Uquid  eggs  is  adjusted  to  the  range  of 
6.0  to  7.0,  if  necessary,  by  the  addition 
of  dilute,  chemically  pure  hydrochloric 
acid,  and  controlled  fermentation  is 
maintained  by  adding  food-grade  baker's 
yeast  (Saccharomyces  ceretnsiae).  The 
quantity  of  yeast  used  and  the  time  of 
reaction  are  sufficient  to  substantially 
reduce  the  glucose  content  of  the  liquid 
eggs. 

(c)  The  name  of  the  food  for  which  a 
definition  and  standard  of  identity  is 
prescribed  by  this  section  is  “Dried  eggs” 
or  “Dried  whole  eggs”  and  if  the  glucose 
ccmtent  was  reduced,  as  provided  in  par¬ 
agraph  (b)  of  this  section,  the  name 
shall  be  followed  immediately  by  the 
statemoit  “Glucose  removed  for  stabil¬ 
ity”  or  “Stabilized,  glucose  removed”. 
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(d)  (1)  Whoi  either  of  the  optkmal 
anticakhig  Ingredimts  specified  in  para- 
grai^  (a)  of  this  section  is  used,  the 
label  shall  bear  the  statement  “Not  more 
than  1  percent  silicon  dioxide  added  as 
an  anticaking  agent”  or  “Less  than  2 
percent  sodium  silicoaluminate  added  as 
an  anticaking  agent”,  whichever  Is 
applicable. 

(2)  The  name  of  any  optional  ingre¬ 
dient  iised,  as  provided  in  paragraph  (d) 
(1)  of  this  section,  shall  be  listed  on  the 
principal  display  panel  or  panels  of  the 
label  with  such  prominence  and  con¬ 
spicuousness  as  to  render  such  statement 
likely  to  be  read  and  understood  by  the 
ordinary  Individual  under  customary 
conditions  of  purchase. 

§160.110  Frozen  egg«. 

(a)  Frozen  eggs,  frozen  whole  eggs, 
frozen  mixed  eggs  is  the  food  prepared  by 
freezing  liquid  eggs  that  conform  to 
1 160.115,  with  such  precautions  that  the 
finished  food  is  free  of  viable  Salmonella 
microorganisms. 

(b)  Monosodium  phosphate  or  mono- 
potassiiun  phosphate  may  be  added 
either  directly  or  in  a  water  carrier,  but 
the  amount  added  does  not  exceed  0.5 
percent  (rf  the  weight  of  the  frozen  eggs. 
If  a  water  carrier  is  used,  it  shall  contain 
not  less  than  50  percent  by  weight  of 
such  monosodium  phosphate  or  monopo¬ 
tassium  i^msphate. 

(c)  When  one  of  the  optional  ingre¬ 
dients  specified  in  paragraph  (b)  (tf  this 
section  is  used,  the  label  shall  bear  the 
statement  “Monosodium  phosphate  (or 
monopotassium  i^osphate)  added  to 
preserve  color”,  or,  in  case  the  optional 
Ingredient  used  is  added  in  a  water  car¬ 
rier.  the  statement  shall  be  “’Mcmoso- 
dium  phosphate  (or  monopotassium 

lrfK>sphate),  with _ percent  water 

as  a  carrier,  added  to  preserve  color”, 
the  blank  being  filled  in  to  show  the  per¬ 
cent  by  weight  of  water  used  in  propor¬ 
tion  to  the  weight  of  the  finish^  food. 
The  statement  declaring  the  opticmal  in¬ 
gredient  used  shall  appear  on  the  princi¬ 
pal  display  panel  or  panels  with  such 
prominence  and  conspicuousness  as  to 
render  it  likely  to  be  read  and  under¬ 
stood  under  customary  conditions  of 
purchase. 

§  160.115  Liquid  rggs. 

Liquid  eggs,  mixed  eggs,  liquid  whole 
eggs,  mixed  whole  eggs  are  eggs  of  the 
domestic  hen  broken  from  the  shells  and 
with  yolks  and  whites  in  their  natural 
proportion  as  so  brcAai.  They  may  be 
mixed,  or  mixed  and  strained,  and  they 
are  pasteurized  or  otherwise  treated  to 
destroy  all  viable  SalmoneUa  microor¬ 
ganisms.  Pasteurization  or  such  other 
treatment  is  deemed  to  permit  the  add¬ 
ing  of  safe  and  suitable  substances  (other 
than  chemical  preservatives)  that  are 
essential  to  the  method  of  pasteuriza¬ 
tion  or  oUier  treatment  used.  For  the 
purposes  of  this  paragraph,  safe  and 
suitable  substances  are  those  that  per¬ 
form  a  useful  function  In  the  pasteuriza¬ 
tion  or  other  treatment  to  render  the 
hqnld  eggs  free  of  vlaMe  SalmoneUa  mi¬ 
croorganisms,  and  that  are  not  food  ad¬ 


ditives  as  defined  in  section  201  (s)  of  the 
Federal  Fhod,  Drug,  and  Cosmetic  Act; 
or,  if  they  are  food  additives,  they  are 
us^  in  conformity  with  regulatl<ms  es- 
taUished  pursuant  to  section  409  of  the 
act. 

§  160.140  Egg  whiter. 

<A)  Egg  whites,  liquid  egg  whites.  Uq- 
uid  egg  albumen  is  the  food  obtained 
from  eggs  of  the  domestic  hen.  brokm 
from  the  shells  and  separated  from 
yolks.  The  food  may  be  mixed,  or  mixed 
and  strained,  and  is  pasteurized  or  other¬ 
wise  treated  to  destroy  all  viable  Sal¬ 
monella  microorganisms.  Pasteiuiza- 
tion  or  such  other  treatment  is  deemed 
to  permit  the  adding  of  safe  and  suitable 
substances  (otlier  than  chemical  preserv¬ 
atives)  that  are  essential  to  the  method 
of  pasteurization  or  other  treatment 
used.  Safe  and  suitable  substances  that 
aid  in  protecting  or  restoring  the  whip¬ 
ping  pr<mcrties  of  liquid  egg  whites  may 
be  added.  For  the  pmposes  of  this  para¬ 
graph,  safe  and  suitable  substances  are 
those  that  perform  a  useful  function  as 
whipping  aids  or  in  the  pasteurization 
or  other  treatment  to  render  liquid  egg 
whites  free  of  viable  Salmonella  micro¬ 
organisms  and  that  are  not  food  addi¬ 
tives  as  defined  in  section  201  (s)  of  the 
Federal  Food,  Drug,  and  Cosmetic  Act; 
or,  if  they  are  food  additives,  they  are 
used  m  conformity  with  regulations  es¬ 
tablished  pursuant  to  section  409  of  the 
act. 

(b)  Any  optional  Ingredients  used  as 
whipping  aids,  as  provided  for  in  para¬ 
graph  (a)  of  this  section,  shall  be  named 
on  the  principal  display  panel  or  panels 
of  labels  with  such  prominence  and  con¬ 
spicuousness  as  to  render  such  names 
likely  to  be  read  and  imderstood  by  ordi¬ 
nary  individuals  under  customary  condi¬ 
tions  of  purchase. 

§  160.143  Dried  rgg  whites. 

(a)  The  food  dried  egg  whites,  egg 
white  solids,  dried  egg  albumen,  egg  al¬ 
bumen  solids  is  pr^red  by  drying  liq¬ 
uid  egg  whites  conforming  to  the  re¬ 
quirements  of  9  160.140  (or  deviating 
from  that  section  only  by  not  being  Sal¬ 
moneUa  free) .  As  a  preliminary  step  to 
drying,  the  glucose  content  of  the  liquid 
egg  whites  is  reduced  by  adjusting  the 
pH.  where  necessary,  writh  food-grade 
acid  and  by  following  one  of  the  optional 
procedures  set  forth  in  paragraph  (b)  of 
this  section.  If  the  food  is  prepared 
from  liquid  egg  whites  conforming  in  all 
respects  to  the  requirements  of  f  160.140, 
drying  shall  be  done  with  such  precau¬ 
tions  that  the  finished  food  is  free  of 
viable  Salmonella  microorganisms.  If 
the  food  is  prepared  from  liquid  egg 
whites  that  are  not  Salmonella  tree,  the 
dried  product  shall  be  so  treated  by  heat 
or  otherwise  as  to  rmder  the  finished 
food  free  of  viable  SalmoneUa  micro- 
(wganisms.  Dried  egg  whites  may  be 
powdered. 

(b)  Ihe  optional  glucose -removing 
procedures  are: 

(1)  Enzyme  procedure.  A  glucose- 
oxidase-catalase  preparation  and  hy¬ 
drogen  peroxide  solution  are  added  to 


liquid  egg  whites.  The  quantity  used  and 
the  time  of  reaction  are  sufficient  to  sub¬ 
stantially  reduce  the  glucose  content. 
The  glucose-oxidase-catalase  prepara¬ 
tion  used  is  (me  that  is  generally  recog¬ 
nized  as  safe  within  the  meaning  of  sec¬ 
tion  201  (s>  of  the  Federal  Food,  Drug, 
and  Ctesmetic  Act.  The  hydrogen  perox¬ 
ide  solution  (ised  shall  ccnnply  with  the 
speclficaticms  of  the  United  States 
Pharmacopeia,  except  that  it  may  exceed 
the  concentration  specified  therein  and 
it  does  not  ctmtaln  a  preservative. 

(2)  Controlled  fermentation  proce¬ 
dures — li)  Yeast  procedure.  Food-grade 
baker’s  yeast  (.Saccharomyces  cerevisiae) 
is  added  to  the  liquid  egg  whites  and 
controlled  fermentation  is  maintained. 
The  quantity  of  yeast  used  and  the  time 
of  reaction  are  sufficient  to  substantially 
reduce  the  glucose  content. 

(il)  Bacterial  procedure.  The  liquid 
egg  whites  are  subjected  to  the  action  of 
a  culture  of  glucose-fermenting  bacteria 
either  generally  recognized  as  safe  with¬ 
in  the  meaning  of  section  201  (s)  of  the 
Federal  FO(xi.  Drug,  and  Cosmetic  Act 
or  the  subject  of  a  regulation  established 
pursuant  to  section  409  of  the  act,  and 
the  culture  is  used  in  conformity  with 
such  regulation.  The  quantity  of  the 
culttire  used  is  sufficient  to  predominate 
in  the  fermentatum  and  the  time  and 
temperatxure  of  reaction  are  sufficient  to 
substantially  reduce  the  glucose  content. 

(c)  When  the  dried  egg  whites  are 
prepeured  from  liqiiid  egg  whites  contain¬ 
ing  any  optional  ingredients  added  as 
whipping  aids,  as  provided  for  in 
9  160.140(a).  the  common  names  of  such 
optional  ingredients  shall  be  listed  (m 
the  principal  display  panel  or  panels  of 
the  label  with  such  prominence  and  con¬ 
spicuousness  as  to  render  the  names 
likely  to  be  read  and  imderstocxl  by  ordi¬ 
nary  individuals  under  customary  con¬ 
ditions  of  purchase. 

§  160.130  Frozen  egg  whites. 

(a)  Frozen  egg  whites,  frozen  egg  al- 
biunen  is  the  food  prepared  by  freezing 
liquid  egg  whites  that  conform  to  9  160.- 
140,  with  such  precautions  that  the  fin¬ 
ished  f(x>d  is  free  of  viable  SalmoneUa 
microorganisms. 

(b)  When  frozen  egg  whites  are  pre¬ 
pared  from  liquid  egg  whites  containing 
any  optional  ingredients  added  as  whip¬ 
ping  aids,  as  provided  for  in  9  160.140(a) . 
the  commem  names  of  such  optional  m- 
gredlents  shall  be  listed  on  the  principal 
display  panel  or  panels  of  the  label  with 
such  prominence  and  conspicuousness  as 
to  render  such  names  likely  to  be  read 
and  understood  by  ordinary  individuals 
under  customary  conditions  of  purchase. 

§  160.180  Egg  yotkn. 

Egg  yolks,  liquid  egg  yolks,  yolks,  liq¬ 
uid  yolks  are  yolkz  ot  eggs  of  the  domestic 
hen,  so  separated  frcun  the  whites  thereof 
as  to  contain  not  less  than  43  percent 
total  egg  solids,  as  determined  by  the 
metlMd  prescribed  in  “Official  Meth(xls 
of  Analysis  of  the  Association  of  Official 
Agricultural  CJheralsts.”-  10th  edition, 
1965,  p.  257,  aectlom  16.002  and  16.003, 
under  “Total  Sirfids.”  They  may  be 
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mixed,  or  mixed  and  strained,  and  they 
are  pasteurized  or  otherwise  treated  to 
destroy  all  viable  Salmonella  microorga¬ 
nisms.  Pasteurization  or  such  other 
treatment  is  deemed  to  permit  the  add¬ 
ing  of  safe  and  suitable  substances  (other 
than  chemical  preservatives)  that  are 
essential  to  the  method  of  pasteurization 
or  other  treatment  used.  For  the  pur¬ 
poses  of  this  paragraph,  safe  and  suitable 
substances  are  those  that  perform  a  use¬ 
ful  function  in  the  pasteurization  or 
other  treatment  to  render  the  egg  yolks 
free  of  viable  Salmonella  microorga¬ 
nisms,  and  that  are  not  food  additives  as 
defined  in  section  201  (s)  of  the  Federal 
Food,  Drug,  and  Cosmetic  Act;  or,  if 
they  are  food  additives,  they  are  used  in 
conformity  with  regulations  established 
pursuant  to  section  409  of  the  act. 

§  1 60. 1 85  Dried  egg  yolks. 

(a)  Dried  egg  yolks,  dried  yolks  is 
the  food  prepared  by  drying  egg  yolks 
that  conform  to  §  160.180,  with  such  pre¬ 
cautions  that  the  finished  food  is  free 
of  viable  Salmonella  microorganisms. 
Before  drying,  the  glucose  content  of  the 
liquid  egg  yolks  may  be  reduced  by  one 
of  the  optional  procedures  set  forth  in 
paragraph  (b)  of  this  section.  Either  sili¬ 
con  dioxide  complying  with  the  provi¬ 
sions  of  §  172.480  of  this  chapter  or 
sodium  silicoaluminate  may  be  added  as 
an  optional  anticaking  ingredient,  but 
the  amount  of  silicon  dioxide  used  is  not 
more  than  1  percent  and  the  amoimt  of 
sodium  silicoaluminate  used  is  less  than 
2  percent  by  weight  of  the  finished  food. 
The  finished  food  shall  contain  not  less 
than  95  percent  by  weight  total  egg 
solids. 

(b)  The  optional  glucose-removing 
procedures  are: 

<1)  Enzyme  procedure.  A  glucose- 
oxidase-catalase  preparation  and  hydro¬ 
gen  peroxide  solution  are  stdded  to  the 
liquid  egg  yolks.  The  quantity  used  and 
the  time  of  reaction  arc  suflScient  to 
substantially  reduce  the  glucose  content 
of  the  liquid  egg  yolks.  The  glucose- 
oxidase-catalase  preparation  used  is  one 
that  is  generally  recognized  as  safe 
within  the  meaning  of  section  201(s)  of 
the  Federal  Food,  Drug,  and  Cosmetic 
Act.  The  hydrogen  peroxide  solution 
used  shall  comply  with  the  specification 
of  the  United  States  Pharmacopeia,  ex¬ 
cept  that  it  may  exceed  the  concentra¬ 
tion  specified  therein  and  it  does  not 
contain  a  preservative. 

(2)  Yeast  procedure.  The  pH  of  the 
liquid  egg  yolks  is  adjusted  to  the  range 
of  6.0  to  7.0,  if  necessary,  by  tiie  addition 
of  dilute,  chemically  pure  hydrochloric 
acid,  and  ccoitroUed  fermentation  is 
maintained  by  adding  food-grade  baker’s 
yeast  (Saccharomyces  cerevisiae) .  The 
quantity  of  yeast  used  and  the  time  of 
reaction  are  sufBcient  to  substantially 
reduce  the  glucose  content  of  the  liquid 
egg  yolks. 

(c)  The  name  of  the  food  for  which 
a  definition  and  standard  of  identity  is 
prescribed  by  this  section  is  “Dried  egg 
yolks”,  or  “Dried  yolks",  and  if  the  glu¬ 
cose  content  was  reduced,  as  provided 
in  ptaragraph  (b)  of  this  section,  the 


name  shall  be  followed  immediately  by 
the  statement  “Glucose  ranoved  for 
stability”  or  “Stabilized,  glucose  re¬ 
moved”. 

(d)(1)  When  either  of  the  optional 
anticaking  ingredients  specified  in  para¬ 
graph  (a)  of  this  section  is  used,  the  label 
shall  bear  the  statement  “Not  more  than 
1  percent  silicon  dioxide  added  as  an 
anticakinL  agent”  or  “Less  than  2  per¬ 
cent  sodium  silicoalxuninate  added  as  an 
anticaking  agent”,  whichever  is  appli¬ 
cable. 

(2)  The  name  of  any  optional  in¬ 
gredient  used,  as  provided  in  para¬ 
graph  (dXl)  of  this  section,  shall 
be  listed  on  the  principal  display  panel 
or  panels  of  the  label  with  such  promi¬ 
nence  and  conspicuousn^ijss  as  to  render 
such  statement  likely  to  be  read  and 
understood  by  the  ordinary  individual 
under  customary  conditions  of  purchase. 

§  160.190  Frozen  egg  yolks. 

Frozen  egg  yolks,  frozen  yolks  is  the 
food  piepared  by  freezing  egg  yolks  that 
conform  to  §  160.180,  with  such  precau¬ 
tions  that  the  finished  food  is  free  of 
viable  Salmonella  microorganisms. 


PART  161— FISH  AND  SHELLFISH 

Subpart  A — General  Provisions 

Sec. 

161.30  Declaration  of  quantity  of  contents 
on  labels  for  canned  oysXescs. 

Subpart  B-^Requirements  for  Specific 
Standardized  Fish  and  Sh4linsh 

161.130  Oysters. 

161.131  Extra  large  oysters. 

161.132  Large  oysters. 

161.133  Medium  oysters. 

161.134  Small  oj'sters. 

161.135  Very  small  oysters. 

161.136  Olympia  oysters. 

161.137  Large  Pacific  oysters. 

161.138  Medium  Pacific  oysters. 

161.139  Small  Pacific  oysters. 

161.140  Extra  small  Pacific  oysters. 

161.145  Canned  oysters. 

161.170  Canned  Pacific  salmon. 

161.173  Canned  wet  pack  shrimp  and  canned 
dry  pack  shrimp  in  nontranspar¬ 
ent  containers. 

161.175  Frozen  raw  breaded  shrimp. 

161.176  Frozen  raw  lightly  breaded  shrimp. 
161.190  Canned  tuna. 

Authority:  Secs.  401,  701,  52  Stat.  1046  as 
amended.  1055-1056  as  amended  (21  U.S.C. 
341,  371)  unless  otherwise  noted. 

Subpart  A — General  Provisions 

§  161.30  Derfaration  of  quantity  of  con¬ 
tents  on  labels  for  canned  oysters. 

(a)  For  many  years  packers  of  canned 
oysters  in  the  Gulf  area  of  the  Unit^ 
States  have  labeled  their  output  with 'a 
declaration  of  the  drained  weight  of  oys¬ 
ters  in  the  containers.  Packers  in  other 
areas  have  marketed  canned  oysters 
with  a  declaration  of  the  total  weight 
of  the  contents  of  the  container.  In¬ 
vestigation  reveals  that  imder  present- 
day  practice  ci^umers  generally  do 
not  discard  the  liquid  packing  medium, 
but  use  it  as  a  part  of  the  food.  SectiMi 
403(e)(2)  of  the  Federal  Pood,  Drug, 
and  Cosmetic  Act  and  the  regulations 
thereunder  require  food  in  package  form 
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to  bear  an  accurate  label  statement  of 
the  quiuitity  of  food  in  the  container. 

(b)  It  is  concluded  that  compliance 
with  the  label  declaration  of  quantity 
of  contents  requirement  will  be  met  by 
an  accurate  declaration  of  the  total 
weight  of  the  contents  of  the  can.  TTie 
requirements  of  §  161.145(c),  establish¬ 
ing  a  standard  of  fill  of  container  for 
canned  oysters  and  specifying  the  state¬ 
ment  of  substandard  fill  for  those  canned 
oysters  failing  to  meet  that  standard  re¬ 
main  unaffected  by  this  interpretation. 

(Sec.  403.  52  Stat.  1047,  as  amended;  21 
U.S.C.  343)  « 

Subpart  B — Requirements  for  Specific 
Standardized  Fish  and  Shellfish 

§  161.130  Oysters. 

(a)  Oysters,  raw  oysters,  shucked 
oysters,  are  the  class  of  foods  each  of 
which  is  obtained  by  shucking  shell 
oysters  and  preparing  them  in  accord¬ 
ance  with  the  procedure  prescribed  in 
paragraph  (b)  of  this  section.  The 
name  of  each  such  food  is  the  name 
specified  in  the  applicable  definition 
and  standard  of  identity,  prescribed  in 
§§  161.131  to  161.140,  inclusive. 

(b)  If  water,  or  salt  water  containing 
less  than  0.75  percent  salt,  is  used  in  any 
vessel  into  which  the  oysters  are  shucked 
the  combined  volume  of  oysters  and  liq¬ 
uid  when  such  oysters  are  emptied  from 
such  vessel  is  not  less  than  four  times  the 
volume  of  such  water  or  salt  water.  Any 
liquid  accumulated  with  the  oysters  is 
removed.  The  oysters  are  washed,  by 
blowing  or  otherwise,  in  water  or  salt 
water,  or  both.  The  total  time  that  the 
oysters  are  in  contact  with  water  or  salt 
water  after  leaving  the  shucker,  includ¬ 
ing  the  time  of  washing,  rinsing,  and  any 
other  contact  with  water  or  salt  water  is 
not  more  than  30  minutes.  In  com¬ 
puting  the  time  of  contact  wdth  water  or 
salt  water,  the  length  of  time  that  oysters 
are  in  contact  with  water  or  salt  water 
that  is  agitated  by  blowing  or  otherwise, 
shall  be  calculate  at  twice  its  actual 
length.  Any  peTiod  of  time  that  oysters 
are  in  contact  with  salt  water  containing 
not  less  than  0.75  percent  salt  before 
contact  with  oysters,  shall  not  be  in¬ 
cluded  in  computing  the  time  that  the 
oysters  are  in  contact  with  water  or  salt 
water.  Before  packing  into  the  contain¬ 
ers  for  shipment  or  other  delivery  for 
consumption  the  oysters  are  thoroughly 
drained  and  ^re  packed  without  any 
added  substance. 

(c)  For  the  purposes  of  this  section: 

(1)  “Shell  oysters”  means  live  oysters 
of  any  of  the  species,  Ostrea  viryinica, 
Ostrea  gigas,  Ostrea  lurida,  in  the  shell, 
which,  after  removal  from  their  beds, 
have  not  been  fioated  or  otherwise  held 
Tmder  conditions  which  result  in  the  ad¬ 
dition  of  water. 

(2)  “Thoroughly  drained”  means  one 
of  the  following: 

(i)  The  oysters  are  drained  on  a 
strainer  or  skimmer  which  has  an  area 
of  not  less  than  300  square  inches  per 
gallon  of  oysters,  drained,  and  has  per¬ 
forations  of  at  least  ^  of  an  inch  in 
diameter  and  hot  more  than  IVt  inches 
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apart,  or  perforations  of  equivalent  areas 
and  distribution.  The  oysters  are  dis¬ 
tributed  evenly  over  the  dralplng  sur- 
face  of  the  skimmer  and  drained  for  not 
less  than  5  minutes;  or 

(U)  The  oysters  are  drained  by  any 
method  other  than  that  prescribed  by 
paragraph  (c)  (2)  (1)  of  this  section 
whereby  liquid  from  the  oysters  is  re¬ 
moved  so  that  when  the  oysters  are  test¬ 
ed  within  15  minutes  after  packing  by 
draining  a  representative  gallon  of  oys¬ 
ters  on  a  skimmer  of  the  dimensions  and 
in  the  manner  described  in  paragraph 
(c)  (2)  (i)  of  this  secUon  for  2  minutes, 
not  more  than  5  percent  of  liquid  by 
weight  is  removed  by  such  draining. 

§  161.131  Extra  large  oysters. 

Extra  large  oysters,  oysters  coimts  (or 
plants),  extra  large  raw  oysters,  raw 
oysters  counts  (or  plants),  extra  large 
shucked  oysters,  shucked  oysters  counts 
(or  plants),  are  of  the  species  Ostrea 
virginica  and  conform  to  the  definition 
and  standard  of  identity  prescribed  for 
oysters  by  1 161.130  and  are  of  such  size 
that  1  gallon  contains  not  more  than  160 
oysters  and  a  quart  of  the  smallest  oys¬ 
ters  selected  therefrom  contains  not 
more  than  44  oysters. 

§  161.132  Large  oysters. 

Large  oysters,  oysters  extra  selects, 
large  raw  oysters,  raw  osrsters  extra  se¬ 
lects,  large  shuck^  oysters,  shucked  oys¬ 
ters  extra  selects,  are  of  the  species 
Ostrea  virginica  and  conform  to  the  def- 
Initicm  and  standard  of  Identity  pre¬ 
scribed  for  oysters  by  9  161.130  and  are  of 
such  size  that  1  gallon  ctmtains  more 
than  160  oystors  but  not  more  than  210 
oysters;  a  quart  of  the  smallest  oysters 
selected  therefrom  ccmtalns  not  more 
than  58  oysters,  and  a  quart  of  the  larg¬ 
est  casters  selected  therefrom  contains 
mmre  than  36  oysters. 

§  161.133  Medium  uyster*. 

Medium  oysters,  oysters  selects,  me¬ 
dium  raw  osrsters,  raw  oysters  selects, 
medium  shucked  oysters,  shucked  oys¬ 
ters  selects,  are  of  the  species  Ostrea 
virginica  and  conform  to  the  definltlcm 
and  standard  of  Identity  prescribed  for 
oysters  by  9  161.130  and  are  of  such  size 
that  1  gallon  ccmtalns  more  than  210 
oysters,  but  not  more  than  300  oysters; 
a  quart  of  the  smallest  oysters  selected 
therefrom  c<mtains  not  more  than  83 
oysters,  and  a  quart  of  the  largest  oysters 
selected  therefrom  contains  more  than 
46  oysters. 

§  161.134  Small  oy»ler».  ^ 

Small  oysters,  oysters  standards,  small 
raw  oysters,  raw  oysters  standards,  small 
shucked  oysters,  shucked  os^sters  stand¬ 
ards,  are  of  the  species  Ostrea  virginica 
and  conf(»m  to  the  definition  and  stand¬ 
ards  of  identity  prescribed  for  oysters  by 
9  161.130  and  are  of  such  size  that  1  gal¬ 
lon  contains  more  than  300  oysters  but 
not  more  than  500  oysters;  a  quart  of  the 
smallest  oysters  selected  therefrom  con¬ 
tains  not  more  than  138  oysters  and  a 
quart  of  the  largest  oysters  selected 
therefrom  cmitalns  more  than  68  oysters. 


§  161.135  Very  ttmall  oyMers. 

Very  small  oysters,  very  small  raw 
oysters,  very  small  shucked  oysters  are 
of  the  species  Ostrea  virginica  and  c<m- 
form  to  the  definition  and  standard  of 
identity  prescribed  for  oysters  by  9  161.- 
130  and  are  of  such  size  that  1  gallon 
contains  more  than  500  oysters,  and  a 
quart  of  the  largest  oysters  selected 
therefrom  contains  more  than  112 
oysters. 

§161.136  Ol)  nipia  oyHterv. 

Olympia  oysters,  raw  Olympia  oysters, 
shiicked  Ohrmpia  oysters,  suv  of  the 
.species  Ostrea  lurida  and  conform  to  the 
definition  and  standard  of  identity  pre- 
.scribed  for  oysters  in  9  161.130. 

§  161.137  Large  Pacific  oystecH. 

Large  Pacific  oysters,  large  raw  Pacific 
oysters,  large  shucked  Pacific  oysters,  are 
of  the  species  Ostrea  gigas  and  conform 
to  the  definitions  and  standards  of 
identic  prescribed  for  oysters  by  9  161.- 
130  and  are  of  such  size  that  1  gallon 
contains  not  more  than  64  oysters,  and 
the  largest  oyster  in  the  container  is  not 
more  than  twice  the  weight  of  the  small¬ 
est  oyster  therein. 

§  161.138  Medium  Pacific  oyster*. 

Medium  Pacific  oysters,  medium  raw 
Pacific  oysters,  medium  shucked  Pacific 
oysters,  are  of  the  species  Ostrea  gigas 
and  conform  to  the  definition  and 
standard  of  identity  prescribed  for  oys¬ 
ters  by  9  161.130  and  are  of  such  size 
that  1  gallon  contains  more  than  64  oys¬ 
ters  and  not  more  than  96  oysters,  and 
the  largest  oyster  in  the  container  is  not 
more  than  twice  the  weight  of  the  small¬ 
est  oyster  therein. 

§  161.139  Small  Pacific  oy«ilcn». 

Small  Pacific  oysters,  small  raw  Pacific 
oysters,  small  shucked  Pacific  oysters, 
are  of  the  species  Ostrea  gigas  and  con¬ 
form  to  the  definition  and  standard  of 
identity  prescribed  for  oysters  by  9  161.- 
130  and  are  of  such  size  that  1  gallon 
contains  more  than  96  oysters  and  not 
more  than  144  oysters,  and  the  largest 
oyster  in  the  container  is  not  more  than 
twice  the  weight  of  the  .smallest  oyster 
therein. 

§  161.140  Extra  small  Pacific  oytilcrs. 

Extra  small  Pacific  oysters,  extra  small 
raw  Pacific  oysters,  extra  small  shucked 
Pacific  oysters,  are  of  the  species  Ostrea 
gigas  and  conform  to  the  definition  and 
standard  of  identity  prescribed  for  oys¬ 
ters  by  9  161.130  and  are  of  such  size  that 
1  gallon  contains  more  than  144  oysters, 
and  the  largest  oyster  in  the  container 
is  not  more  than  twice  the  weight  oi  the 
smallest  oyster  therein. 

§  161.145  Canned  oyAen. 

(a)  Identity — (D  Canned  oysters  is 
the  food  prepared  from  one  or  any  mix¬ 
ture  of  two  or  all  of  the  forms  of  oysters 
specified  in  paragraph  (a)(2)  of  this 
section,  and  a  packing  medium  of  water, 
or  the  watery  liquid  draining  from  oys¬ 
ters  before  or  during  processing,  or  a 
mixture  of  such  liquid  and  water.  The 
food  may  be  seasoned  with  salt.  It  is 


sealed  in  eontainers  and  so  processed 
by  heat  as  to  prevent  spoilage. 

(2)  The  forms  of  oysters  referred  to 
in  paragraph  (a)(1)  of  this  section 
are  pr^ijared  from  oysters  which  have 
been  r«noved  from  their  shells  and 
washed  and  which  may  be  steamed  while 
in  the  shell  or  steamed  or  blanched  or 
both  after  removal  therefrom,  and  are 
as  follows: 

(1)  Whole  oysters  with  such  broken 
pieces  of  oysters  as  normally  occur  in 
removing  oysters  from  their  shells,  wash¬ 
ing,  and  packing. 

(ii)  Pieces  of  oysters  obtained  by  seg¬ 
regating  pieces  of  oysters  broken  in 
shucking,  washing,  or  packing  whole 
oysters. 

(ill)  Cut  oysters  obtained  by  cutting 
whole  oysters. 

(3)  (i)  When  the  form  of  oysters 
specified  in  paragraph  (a)  (2)  (i)  of  this 
sectiem  is  used,  the  name  of  the  food  is 
“Oysters”  or  “Cove  oysters”,  if  of  the 
species  Ostrea  virginica;  “Oysters”  or 
“Pacific  oysters”,  if  of  the  species  Ostrea 
gigas;  “Oysters”  or  “Olympia  oysters”,  if 
of  the  species  Ostrea  lurida. 

(ii)  When  the  form  of  oysters  specified 
in  paragraph  (a)  (2)  (U)  of  this  section  is 
us^,  the  name  of  the  food  is  “Pieces  of 

- ”,  the  blank  being  filled  in  with 

the  name  “Oysters”  or  “Cove  oysters”,  if 
of  the  species  Ostrea  virginica;  “Oysters” 
or  “Pacific  oysters",  if  of  ^e  species 
Ostrea  gigas;  “Oysters”  or  “Olympia 
oysters”,  if  of  the  species  Ostrea  lurida. 

(Hi)  When  the  form  of  oysters  speci¬ 
fied  in  paragraph  (a)  (2)  (ill)  of  this  sec- 
ti<ni  is  used,  the  name  of  the  food  is 

“Chit - ”,  the  blank  being  filled  in  with 

the  name  “Oysters”  or  “Cove  oysters”,  if 
of  the  species  Ostrea  virginica;  “Oystere” 
or  “Pacific  oysters”,  if  of  ^e  species 
Ostrea  gigas:  “Oysters”  or  “Olympia 
oysters”,  if  of  the  species  Ostrea  lurida. 

(iv)  In  case  a  mixture  of  two  or  all 
such  forms  of  oysters  is  used,  the  name 
is  a  combination  of  the  names  specified 
in  this  paragraph  (a)(3)  of  the  forms 
of  oysters  used,  arranged  in  order  ol 
their  predominance  by  weight. 

(b)  [Reserved] 

(c)  Fill  of  container — (1)  The  stand¬ 
ard  of  fill  of  container  for  canned  oysters 
is  a  fill  such  that  the  drained  weight  of 
oysters  taken  from  each  container  is  not 
less  than  59  percent  of  the  water  c^iacity 
of  the  container. 

(2)  Water  capacity  of  containers  is 
determined  by  the  general  method  pro¬ 
vided  in  9  130.12(a)  of  this  chapter. 

(3)  Drained  weight  is  determined 
by  the  following  method:  Keep  the 
unopened  canned  oyster  container  at 
a  temperature  of  not  less  th<an  68’ 
or  more  thsui  95*  Fahrenheit  for  at 
least  12  hours  inunediately  preceding  the 
determination.  After  openbig,  tilt  the 
container  so  as  to  distribute  its  contents 
evenly  over  the  meshes  of  a  circular 
sieve  which  has  been  previously  weighed. 
The  diameter  of  the  sieve  is  8  inches  if 
the  quantity  of  the  contents  of  the  con¬ 
tainer  is  less  than  3  pounds,  and  12  inches 
if  such  quantity  is  3  pounds  or  more 
The  bottom  of  the  sieve  is  woven-wire 
cloth  which  complies  with  the  specifica- 
timis  for  such  cloth  set  forth  under  “2380 
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Micron  (No.  8) in  Table  I  of  “Standard 
Specifications  for  Sieves,"  published 
March  1,  1940,  In  L.  C.  584  of  the  United 
States  Department  of  Commerce,  Na¬ 
tional  Bureau  of  Standards.  Without 
shifting  the  material  on  the  sieve,  so  in¬ 
cline  the  sieve  as  to  facilitate  drainage. 
Two  minutes  from  the  time  drainage  be¬ 
gins,  weigh  the  sieve  and  the  drained 
oysters.  The  weight  so  found,  less  the 
weight  of  the  sieve,  shall  be  considered 
to  be  the  drained  weight  of  the  oysters. 

(4)  If  canned  oysters  fall  below  the 
standard  of  fill  of  container  prescribed 
in  paragraph  (a)  of  this  section,  the  label 
shall  bear  the  general  statement  of  sub¬ 
standard  fill  specified  in  §  130.14(b)  of 
this  chapter  in  the  manner  and  form 
therein  specified,  followed  by  the  state¬ 
ment,  “A  can  of  this  size  should  con¬ 
tain  _ oz.  of  osTsters.  Ttiis  can  con¬ 
tains  only _ oz”,  the  blanks  being 

filled  in  with  the  applicable  figures. 

§  1 6 1 . 1 70  Canned  Pacific  salmon. 

(a)  Identity— (1)  Canned  Pacific  sal¬ 
mon  is  the  food  prepared  from  one  of  the 
species  of  fish  enumerated  in  paragraph 

(a)  (2)  (rf  this  sectitm.  prepared  in  one 
of  the  forms  of  pack  specified  in  para¬ 
graph  (a)(3)  of  this  section,  and  to 
which  may  be  added  one  or  more  of  the 
optional  ingredients  specified  in  para¬ 
graph  (a)  (4)  of  this  secticm.  The  food 
is  packed  in  hermetically  sealed  contain¬ 
ers  and  so  processed  by  heat  as  to  prevent 
spoilage  and  soften  bones.  The  food  is 
labeled  in  accordance  with  paragraph 

(a)(5)  of  this  section. 

(2)  (i)  The  species  of  fish  which  may 
be  used  in  this  food  are: 


Oncorhynchus 

tshawytscha. 

Oncorhynchus  nerka - 

Oncorhynchus  kisutch _ 


Oncorhynchus 

fforbuscha. 

Oncorhynchus  keta - 

Oncorhynchus  masou - 


Chinook,  king, 
spring. 

Bluebsck.  red, 
sockeye. 

Coho,  Coboe,  me¬ 
dium  red, 
silver. 

Pink. 

Chum.  keta. 

Masou,  cherry. 


(ii)  For  the  purpose  of  paragraph  (a) 
(5)  (i)  of  this  section,  the  common  or 
usual  name  or  names  of  each  species  of 
fish  enumerated  in  paragraph  (a)  (2)  (i) 
of  this  section  Is  (are)  the  name(s)  im¬ 
mediately  following  the  scientific  name 
of  each  species. 

(3)  The  optional  forms  of  canned  Pa¬ 
cific  salmon  are  processed  from  fish  pre¬ 
pared  by  removing  the  head,  gills,  and 
tail,  and  the  viscera,  blood,  fins,  and 
damaged  or  discolored  fiesh  to  the  great¬ 
est  extent  practicable  in  accordance  with 
good  manufacturing  practice;  and  then 
washing.  Canned  Pacific  salmon  is  pre¬ 
pared  in  one  of  the  following  forms  of 
pack: 

(i)  “Regular”  cmisists  of  sections  or 
steaks  which  are  cut  transversely  from 
the  fish  and  filled  vertically  into  the  can. 
In  preparation,  segments  of  skin  or  large 
backbone  may  be  removed.  The  sections 
or  steaks  are  so  packed  that  the  cut  sur¬ 
faces  approximately  parallel  the  ends  of 
the  container.  A  small  portion  of  salmon 
may  be  added  if  necessary  to  complete 
the  fill  of  the  container. 


(ii)  “Skinless  and  backbone  removed” 
consists  of  the  regular  form  of  canned 
salmon  set  forth  in  paragraph  (a)  (3)  (i) 
of  this  section  from  which  the  skin  and 
vertebrae  have  been  removed  in  accord¬ 
ance  with  good  manufacturing  practices. 

(iii)  “Minced  salmon”  consists  of  sal¬ 
mon  w’hich  has  been  minced  or  ground. 

(iv)  “Salmon  tips  or  tidbits”  consists 
of  small  pieces  of  salmon. 

<v)  “No  salt  added”  consists  of  canned 
salmon  to  which  no  salt  has  been  added. 

(4)  One  or  more  of  the  following  op¬ 
tional  ingredients  may  be  added  to  the 
food: 

( i  >  Salt. 

(ii)  Edible  salmon  oil  comparable  in 
color,  viscosity,  and  flavor  to  the  oil 
w'hich  would  occur  naturally  in  the  spe¬ 
cies  of  salmon  canned. 

(5)  (i)  The  name  of  the  food  is  “sal¬ 
mon”  together  with  the  common  or  usual 
name  or  names  of  the  species.  At  least 
one  species  name  shall  be  printed  in 
letters  of  the  same  style  of  type  and  not 
less  in  height  than  those  used  for  the 
word  “salmon”. 

(ii)  (a)  Whenever  the  form  of  pack  is 
that  described  in  paragrpah  (a)(3)(ii), 

(iii),  or  (iv)  of  this  section,  the  word  or 
words  describing  the  form  of  pack  shall 
immediately  precede  or  follow  the  name 
of  the  food  without  intervening  written, 
printed,  or  graphic  matter  in  the  manner 
prescribed  in  §  101.3(c)  of  this  chapter; 
for  example,  “red  salmon”  as  the  name 
of  the  food  followed  by  “skinless  and 
backbcme  removed”. 

(b)  Whenver  the  form  of  pack  is  that 
described  in  paragraph  (a)  (3)(v)  of  this 
section  and  words  describing  the  form  of 
pack  are  declared  on  the  label,  the  label 
shall  also  bear  the  statements  required 
by  §  105.69  of  this  chapter. 

(iii)  "nie  name  of  each  of  the  ingredi¬ 
ents  used  shall  be  declared  on  the  label 
as  required  by  the  applicable  sections  of 
Part  101  of  this  chapter. 

(b)  [Reserved] 

(c)  Fill  of  container — (1)  TTie  stand¬ 
ard  of  fill  of  container  for  canned  salm¬ 
on  is  a  fill  including  all  the  contents 
of  the  container  and  is  not  less  than  the 
minimum  net  weight  specified  for  the 
corresponding  can  size  in  the  following 
table : 

II.  Minimum 

I.  Can  size  net  weight 


603x405  _ 

301x411  _ 

301x408  _ 

401x211  — 
607x406x108 

301x308  _ 

307x200.25  . 
513x307x103 

307x113  _ 

301x106  _ 

407x213x015 


1.814  kg  (64  oz) 
454  g  (16  OE). 
439  g  (16^  oz). 
439  g  (15(4  oz). 
439  g  (15^  oz). 
340  g  <12  oz) . 
220  g  (7%  OZ). 
220  g  (7%  oz). 
191  g  (6%  oz). 
106  g  (8%  oz). 
106  g  (3%  oz). 


If  the  can  size  in  question  is  not  listed, 
calculate  the  value  for  CTolumn  n  as  fol¬ 
lows:  From  the  list,  select  as  the  com¬ 
parable  can  size,  that  one  having  the 
nearest  water  capacitar  oi  the  can  size  in 
question,  multiply  the  net  weight  listed 
in  Column  n  by  the  arater  capacity  of 
the  can  size  in  question,  and  divide  by 
the  water  capacity  of  the  comparable 
can  size.  Water  capacities  are  deter¬ 


mined  by  the  general  method  provided 
in  i  130.12(a)  of  this  chapter. 

(2)  Sampling  and  acceptance  m'oce- 
dure:  The  sample  size  of  the  sample 
representing  the  lot  will  be  sheeted  in 
accordance  with  the  sampling  plan 
shown  in  paragraph  (c)  (2)  (ii)  of  this 
section.  A  lot  is  to  be  considered  accept¬ 
able  when  the  average  net  weight  of  all 
the  sample  units  is  not  less  than  the 
minimum  net  weight  stated  in  para¬ 
graph  (c)(1)  of  this  section  for  the  cor¬ 
responding  can  size. 

(i)  £>efinitions  (rf  terms  to  be  used  in 
the  sampling  plans  in  paragraph  (c)  (2) 
(ii)  of  this  section  are  as  follows: 

(a)  Lot.  A  collection  of  primary  con¬ 
tainers  or' units  of  the  same  size,  type, 
and  style  manufactured  or  packed  under 
similar  conditions  and  handled  as  a  sin¬ 
gle  unit  of  trade. 

(b)  Lot  size.  The  number  of  primary 
containers  or  units  in  the  lot. 

(c)  Sample  size  (n).  The  total  num¬ 
ber  oi  sample  units  drawn  for  examina¬ 
tion  from  a  lot. 

(d)  Sample  unit.  A  container,  the  en¬ 
tire  contents  of  a  container,  a  portion  of 
the  contents  of  a  container,  or  a  com¬ 
posite  mixture  of  product  from  small 
containers  that  is  sufficient  for  exami¬ 
nation  or  testing  as  a  single  unit. 

(U)  Sampling  plans: 


Lot  size  (primary  Size  of 

containers) :  container  •  (n) 

4.800  or  less _  IS 

4.801  to  24,000 . 31 

24,001  to  48,000 _ 29 

48,001  to  84,000 . 48 

84,001  to  144,000... . 84 

144,001  to  240,000 _ 126 

Over  240,000 _  200 

>  Net  weight  equal  to  or  lees  than  1  kg. 
(22  lb). 

Lot  size  (primary  Size  of 

containers):  conteaner  •  (n) 

2.400  or  less _  18 

2.401  to  15,000 .  21 

16,001  to  24,000 . 29 

24,001  to  42,000 _ 48 

42,001  to  72,000 _  84 

72,001  to  120,000 . 128 

Over  120,000 . 200 


n-number  of  primary  containers  in  sam¬ 
ple. 

*  Net  weight  greater  than  1  kg  (22  lb)  but 
not  nmre  than  4.5  kgs  (10  lb). 

(3)  If  canned  salmon  falls  b^ow  the 
standard  of  fill  of  container  prescribed 
in  paragraph  (c)  (1)  of  this  section,  the 
label  shall  bear  the  general  statement  of 
substandard  fill  specified  in  $  130.14(b) 
of  this  chapter,  in  the  manner  and  form 
therein  specified. 

§  161.173  Canned  wet  pack  shrimp  and 
canned  dry  pack  shrimp  in  nontrans¬ 
parent  eontainers. 

(a)-(b)  [Reserved] 

(c)  Fill  of  container — (1)  The  stand¬ 
ard  of  fill  of  nontransparent  containers 
for  canned  wet  pack  shrimp  is  a  fill  such 
that  the  cut-out  weight  of  shrimp  taken 
from  each  can  is  not  less  thsm  64  percent 
of  the  water  capacity  of  the  coatalner, 
and,  for  canned  dry  pack  shrimp  (except 
that  packed  in  the  nemtransparent  cylin¬ 
drical  container  which  is  Inches  In 
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diameter  and  4  Incbes  In  height) ,  is  a  fill 
such  that  the  cut-out  weight  of  shrimp 
taken  from  each  can  is  not  less  than  60 
percent  of  the  water  capacity  of  the  coD- 
tainer.  The  standard  or  lUl  for  canned 
dry  pack  shrimp  packed  in  the  nontrans¬ 
parent  cylindrical  container  which  is 
Inches  in  diameter  and  4  Inches  in 
heifiht  is  a  cut-out  weight  of  not  less 
than  6V&  avoirdupois  ounces  of  shrimp 
for  each  container.  Water  capacity  of 
containers  is  determined  by  the  general 
method  provided  in  S  130.12(a)  of  this 
chapter.  Cut-out  weight  is  determined 
by  the  following  method;  Keep  the 
unopened  canned  shrimp  container 
at  a  temperature  of  not  less  than 
68”  nor  more  than  96*  F  for  at  least 
12  hours  immediately  preceding  the  de¬ 
termination.  After  opening,  tilt  the  c(m- 
tainer  so  as  to  distribute  the  shrimp 
evenly  over  the  meshes  of  a  circular  sieve 
which  has  been  previously  weighed.  The 
diameter  of  the  sieve  is  8  Inches  if  the 
quantity  of  the  contents  of  the  o<mtainer 
is  less  than  3  pounds,  and  12  inches  if 
such  quantity  is  3  pounds  or  more.  The 
bottom  of  the  sieve  is  woven-wire  cloth 
which  complies  with  the  specifications 
for  such  cloth  set  forth  under  “2380 
Micron  (No.  8)”  in  Table  I  of  “Stand¬ 
ard  Specifications  for  Sieves,”  published 
March  1, 1940,  in  L.C.  584  of  the  United 
States  Department  of  C<mmierce,  Na¬ 
tional  Bureau  of  Standards.  Without 
shifting  the  material  (m  the  sieve,  so 
incline  the  sieve  as  to  facilitate  drainage. 
Two  minutes  from  the  time  drainage 
begins,  weigh  the  sieve  and  the  drained 
shrimp.  Tlie  weight  so  found,  less  the 
weight  of  the  sieve,  shall  be  considered  to 
be  the  cut-out  weight  of  the  shrimp. 

(2)  If  canned  wet  pack  shrimp  or 
canned  dry  pack  shrimp.  In  nontrans¬ 
parent  c<Hitainers,  falls  bdow  the  ap¬ 
plicable  standard  of  fill  of  container  pre¬ 
scribed  In  paragraph  (c)  (1)  of  this  sec¬ 
tion,  the  label  shall  bear  the  general 
statonent  of  substandard  fill  provided 
in  1 130.14(b)  of  this  chapter,  in  the 
manner  and  form  therein  specified. 

§  161.175  Frosen  raw  breaded  shrimp. 

(a)  Frozen  raw  breaded  shrimp  is  the 
food  prepared  by  coating  one  of  the  op¬ 
tional  forms  of  shrimp  specified  in  para¬ 
graph  (c)  of  this  sectkm  with  safe  and 
siiltable  batter  and  breading  ingredients 
as  provided  in  paragraph  (d)  of  this  sec¬ 
tion.  The  food  is  frozen. 

(b)  The  food  tests  not  less  than  50 
percent  of  shrimp  material  as  deter¬ 
mined  by  the  method  prescribed  in  pcua- 
graph  (g)  of  this  section,  except  that  if 
the  shrimp  are  composite  units  the 
method  prescribed  in  paragraph  (h)  of 
this  secticm  is  used. 

(c)  The  term  “shrimp”  means  the  tail 
portion  of  properly  prepared  shrimp  of 
commercial  species.  Ebicept  for  com¬ 
posite  imits,  each  shrimp  imit  is  individ¬ 
ually  coated.  The  optional  forms  of 
shrimp  are: 

(1)  Fantail  or  butterfiy;  Prepared  by 
splitting  the  shrimp;  the  shrimp  are 
peeled,  except  that  tail  fins  remain  at¬ 
tached  and  the  shell  segment  immedi¬ 


ate  adjacent  to  the  tall  fins  may  be 

(2)  Butted,  tail  off:  Prepared  by 
splitting  the  shrimp;  tail  fins  and  all 
shell  segments  are  ranoved. 

(3)  Roimd:  Round  shrimp,  not  spUt; 
the  shrimp  are  peeled,  except  that  tall 
fins  remain  attached  and  the  shell  seg¬ 
ment  Immediately  adjacent  to  the  tall 
fins  may  be  left  attached. 

(4)  Round,  tail  off:  Roimd  shrimp,  not 
split;  tail  fins  and  all  shell  segments  are 
removed. 

(5)  Pieces:  Each  unit  consists  of  a 
piece  or  a  part  of  a  shrimp;  tall  fins  and 
all  shell  segments  are  removed. 

(6)  Composite  imlts:  Each  unit  con¬ 
sists  of  two  or  more  whole  shrimp  or 
pieces  of  shrimp,  or  both,  formed  and 
pressed  into  ccxnposite  units  prior  to 
coating;  tall  fins  and  all  shell  segments 
are  removed;  large  cixnposlte  imits,  prior 
to  coating,  may  be  cut  into  smaller  units. 

(d)  The  batter  and  breading  ingredi¬ 
ents  referred  to  in  paragraph  (a)  of  this 
section  are  the  fiuld  constituents  and 
the  solid  constituents  of  the  coating 
around  the  shrimp.  These  ingredients 
consist  of  suitable  substances  which  are 
not  food  additives  as  defined  in  section 
201(s)  of  the  Federal  Food.  Drug,  and 
Cosmetic  Act;  or  if  they  are  food  addi¬ 
tives  as  so  defined,  they  are  used  in  con¬ 
formity  with  regulations  established  pur¬ 
suant  to  section  409  of  the  act  Bat¬ 
ter  and  breading  ingredients  that  per- 
fonn  a  useful  function  are  regarded  as 
suitable,  except  that  artificial  fiavorlngs, 
artificial  sweeteners,  artificial  cidors,  and 
chemical  preservatives,  other  than  those 
provided  tor  in  this  paragraph,  are  not 
suitable  ingredients  of  frozen  raw 
breaded  shrimp.  Chemical  preserva¬ 
tives  that  are  suitable  are: 

(1)  Ascorbic  acid,  which  may  be  used 
in  a  qusmtlty  sufficient  to  retard  develcm- 
ment  of  dark  spots  on  the  shrimp;  and 

(2)  The  antioxidant  preservatives 
listed  In  Sulmart  D  of  Part  182  of  this 
chapter  that  may  be  used  to  retard  de- 
vel(mment  of  rancidity  of  the  fat  content 
of  the  food,  in  amounts  within  the  Umlts 
prescribed  by  that  secticm. 

(e)  The  label  shall  name  the  food,  as 
prepared  from  each  of  the  optional  forms 
of  shrimp  specified  In  paragraph  (c)  (1) 
to  (6) ,  inclusive,  of  this  section,  and  fcd- 
lowlng  the  numbered  sequence  of  such 
subparagrtmh,  as  follows: 

(1)  “Breaded  fantail  shrimp.”  The 
word  “butterfly”  may  be  used  in  lieu  of 
“fantail”  in  the  name. 

(2)  "Breaded  butterfly  shrimp,  tall 
off.” 

(3)  “Breaded  round  shrimp.” 

(4)  “Breaded  round  shrimp,  tail  off.” 

(5)  “Breaded  shrimp  pieces.” 

(6)  Composite  units: 

(i)  If  the  composite  units  are  In  a 
shape  similar  to  that  cff  breaded  fish 
sticks  the  name  is  “Breaded  shrimp 
sticks” ;  if  they  are  in  the  shape  cff  meat 
cutlets,  the  name  is  “Breaded  shrimp 
cutlets”. 

(11)  If  prepared  in  a  shape  other  than 
that  of  sticks  or  cutlets,  the  name  Is 

“Breaded  shrimp - ”,  the  blank  to 

be  filled  in  with  the  word  or  idirase  that 


accurately  describes  the  shape,  but  which 
is  not  misleading. 

In  the  case  of  the  names  specified  in  par¬ 
agraphs  (e)  (1)  through  (5)  of  this  sec¬ 
tion,  the  words  in  each  name  may  be 
arranged  in  any  order,  provided  they 
are  so  arranged  as  to  be  accurately  de¬ 
scriptive  of  the  food.  The  word 
“prawns"  may  be  added  in  parentheses 
immediately  after  the  word  “shrimp”  in 
the  name  of  the  food  if  the  shrimp  are 
of  large  size;  for  example.  “Fantail 
breaded  shrimp  (prawns)  ”.  If  the  shrimp 
are  from  a  single  geograi^cal  area,  the 
adjectival  designation  of  that  area  may 
appear  as  part  of  the  name;  for  example, 
“Breaded  Alaskan  shrimp  sticks”. 

(f)  The  names  of  the  optional  ingre¬ 
dients  used,  as  provided  for  in  paragraph 
(d)  of  this  section,  shall  be  listed  on  the 
principal  display  panel  or  panels  of  the 
label  with  such  prominence  and  con¬ 
spicuousness  as  to  render  them  likely  to 
be  read  and  understood  by  the  ordinary 
individual  under  customary  conditions  of 
purchase.  If  a  spice  that  also  imparts 
color  is  used,  it  shall  be  designate  as 
“spice  and  coloring”,  unless  the  ^ice  is 
designated  by  its  specific  name.  If 
ascorbic  acid  is  used  to  retard  develop¬ 
ment  of  dark  spots  on  the  shrimp,  it 
shfldl  be  designated  as  “Ascorbic  acid 
added  as  a  preservative”  or  “Ascorbic 
acid  added  to  retard  discoloration  of 
shrimp”.  If  any  other  antioxidant 
preservative,  as  provided  in  paragraph 
(d)  of  this  section,  is  used,  such  preserv¬ 
ative  shall  be  designated  by  its  common 
name  followed  by  the  statement  “Added 
as  a  preservative”. 

(g)  The  method  for  determining  per¬ 
centage  of  shrimp  material  for  those 
forms  specified  in  peu'agraph  (c)  (1) 
through  (5)  of  this  section  is  as  follows: 

(1)  Equipment  needed,  (i)  Two-gal¬ 
lon  container,  approximately  9  inches  in 
diameter. 

(11)  Two-vaned  wooden  paddle,  each 
vane  measuring  approximately  1% 
Inches  by  3%  Inches. 

(ill)  Stirring  device  capable  of  rotat¬ 
ing  the  wooden  paddle  at  120  r.p.m. 

(iv)  Balance  accurate  to  0.01  ounce 
(or  0.1  gram). 

(v)  UJ3.  Standard  sieve  No.  20,  12- 
Inch  diameter.' 

(vi)  U.S.  Standard  sieve,  t^-inch  .sieve 
opening,  12-inch  diameter. 

(vll)  Ptorceps,  blunt  points. 

(vili)  Shallow  baking  pans. 

(lx)  Rubber -tipped  glass  stirring  rod 

(2)  Procedure.  (1)  Weigh  the  sample 
to  be  debreaded.  Fill  the  container  three- 
fourths  full  of  water  at  70”-80*  F.  Sus¬ 
pend  the  paddle  in  the  container,  leaving 
a  clearance  of  at  least  5  inches  below  the 
paddle  vanes,  and  adjust  speed  to  120 
r.pjn.  Add  shrimp  and  stir  for  10  min¬ 
utes.  Stack  the  sieves,  the  ^-inch  mesh 
over  the  No.  20,  and  pour  the  contents 
of  the  container  onto  them.  Set  the  sieves 
under  a  faucet,  preferably  with  spray  at- 


■Ttae  sieves  shall  comply  with  the  speclh- 
catlons  for  wire  cloth  and  sieve  frames  in 
“Standard  ^>eclflcatlon8  for  Sieves,”  pub¬ 
lished  March  I,  1940,  In  L.C.  S84  of  the  U  S 
Department  of  Commerce.  National  Bureau 
of  Standards. 
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tached,  and  rinse  shrimp  with  no  rub¬ 
bing  of  flesh,  being  careful  to  keep  all 
rinsings  over  the  sieves  and  not  having 
the  stream  of  water  hit  the  shrimp  on 
the  sieve  directly.  Lay  the  shrimp  out 
singly  on  the  sieve  as  rinsed.  Inspect  each 
shrimp  and  use  the  rubber-tipped  rod 
and  the  spray  to  remove  the  breading 
material  ^at  may  remain  on  any  of 
them,  being  careful  to  avoid  undue  pres¬ 


sure  or  rubbing,  and  return  each  shrimp 
to  the  sieve.  Remove  the  top  sieve  and 
drain  on  a  slope  for  2  minutes,  then  re¬ 
move  the  shrimp  to  weighing  pan.  Rinse 
contents  of  the  No.  20  sieve  onto  a  flat 
pan  and  collect  any  particles  other  than 
breading  (i.e.,  flesh  and  tail  fins)  and 
add  to  shrimp  on  balance  pan  and  weigh. 

(ii)  Calculate  percent  shrimp  mate¬ 
rial: 

X 100+2 


Perc'ent  slirimp  material  = 


ft  fiplit  of  (1(  breaded  sample 
Weight  of  sample 


(h)  The  method  for  determining  per¬ 
centage  of  shrimp  material  for  com¬ 
posite  units,  specified  in  paragraph  (c) 
(6)  of  this  section,  is  as  follows: 

(1)  Equipment  needed.  (1)  Water  bath 
(for  example  a  3-liter  to  4-liter  beaker) . 

(ii)  Balance  accurate  to  0.1  gram. 

(iii)  Clip  tongs  of  wire,  plastic,  or 
glass. 

(iv)  Stop-watch  or  regular  watch 
readable  to  a  second. 

(v)  Paper  towels. 

(vi)  Spatula,  4-inch  blade  with  round¬ 
ed  tip. 

(vii)  Nut  picker. 

(viii)  ■niermometer  (immersion  type) 
accurate  to  ±2*  P. 

(ix)  Copper  sulfate  crystals  (CuSo4* 
5H.O) . 

(2)  Procedure,  (i)  Weigh  all  composite 
units  in  the  sample  while  they  are  still 
hard  frozen. 

( ii)  Place  each  composite  unit  individ¬ 
ually  in  a  water  bath  that  is  maintained 
at  63”  F-86”  F,  and  allow  to  remain  un¬ 
til  the  breading  beconaes  soft  and  can 
easily  be  removed  from  the  still  frozen 
shrimp  material  (between  10  seconds  to 
80  seconds  for  composite  units  held  in 


storage  at  0*  F).  If  the  composite  units 
were  prepared  using  batters  that  are 
difficult  to  remove  after  one  dipping, 
redip  them  for  up  to  5  seconds  after  the 
initial  debreading  and  remove  residual 
batter  materials. 

{Non:. — Several  preliminary  trials  may  be 
necessary  to  determine  the  exact  dip  time 
required  for  “debreading"  the  composite 
units  in  a  sample.  For  these  trials  only,  a 
saturated  solution  of  copper  sulfate  ( 1  pound 
of  copper  sulfate  In  2  liters  of  tap  water) 
Is  necessary.  The  correct  dip  time  is  the 
minimum  time  of  Immersion  in  the  copper 
sulfate  solution  required  before  the  bread¬ 
ing  can  easUy  be  scraped  off:  Provided,  That 
the  “debreaded”  units  are  sUll  aolldly  frosen 
and  only  a  sUgbt  trace  of  blue  color  is  visi¬ 
ble  on  the  surface  of  the  “debreaded”  shrimp 
material.] 

(iii)  Remove  the  unit  from  the  bath; 
blot  lightly  with  double  thickness  of 
paper  toweling;  and  scrape  off  or  pick  out 
coating  from  ^e  shrimp  material  with 
the  spatula  or  hut  picker. 

(iv)  Weigh  all  the  "debreaded” 
shrimp  material. 

(V)  Calculate  the  percentage  of 
shrimp  material  in  the  sample,  using  the 
following  formula: 


_  ,  ,  •  .  •  ,  Wpifflit  of  debrpaded  shrimp  sample,,. 

Peri’enI  slinmp  niutoiuil  =  -  - ...  -  - ,  ' - - — XM*> 

Weight  of  Sample 


§  161.176  Frozen  raw  lightly  breaded 
shrimp. 

Frozen  raw  lightly  breaded  shrimp 
complies  with  the  provisions  of  §  161.175, 
except  that  it  contains  not  less  than  65 
percent  of  shrimp  material,  as  deter¬ 
mined  by  the  method  prescribed  in 
§  161.175  (g)  or  (h).  as  f^propriate,  and 
that  in  the  name  prescribed  the  word 
“lightly”  immediately  precedes  the 
words  “breaded  shrimp”. 

§  161.190  Canned  tuna. 

(a)  IdentUv — (1>  Canned  tuna  is  the 
food  consisting  of  processed  flesh  of  fish 
of  the  species  enumerated  in  paragraph 
(a)  (2)  of  this  section,  prepared  in  one  of 
the  opti<mal  forms  of  pack  ^tecifled  in 


paragraph  (a)  (3)  of  this  section,  con¬ 
forming  to  one  of  the  color  designations 
specified  in  paragraph  va)  (4)  of  this 
section,  in  one  of  the  optional  packing 
media  specified  in  paragraph  (a)  (5)  of 
this  section,  and  may  contain  one  or 
more  of  the  seasonings  and  flavorings 
specified  in  paragraph  (a)  (6)  of  this 
section.  For  the  purpose  of  inhibiting  the 
develf^ment  of  struvite  crystals,  sodium 
acid  pyrophosphate  may  be  added  in  a 
quantity  not  in  excess  of  0.5  percent  by 
w'eight  of  the  finished  food.  It  is  packed 
in  hermetically  sealed  containers  and  so 
processed  by  heat  as  to  preyent  spoilage. 
It  is  labeled  in  accordance  with  the  pro¬ 
visions  of  paragraph  <a)  (8)  of  this  sec¬ 
tion. 


(2)  The  fish  included  in  the  class 
known  as  tuna  fish  are: 


Tbunnus  tbynnus _ 

Tbunnus  macooyU _ 

Thimnus  orlentaUs _ 

Thunnufl  germo _ 

Tbunnus  atlantlcus _ 

Parathunnus  mebachi _ 

Neothunnus  macropte- 


Bluefln  tuna.* 
Southern  bluefin 
tuna.* 

Oriental  tuna.” 
Albacore.” 
Blackfln  tuna." 
Big-eyed  tuna." 
Yellowfin  tuna." 


Neothunnus  rarus _ 

Katsuwonus  pelamls _ 

Euthynnus  alletteratus _ 

Euthynnus  llneatus _ 

Euthynnus  yalto _ 


Northern  blueffn 
tuna.* 
Skipjack.* 

Little  tunny.’* 
Little  tunny.’* 
Kawakawa.’* 


*  “A  Comparison  of  the  Blueffn  Tunas, 
Genus  Tbunnus,  from  New  England,  Aus¬ 
tralia,  and  California.”  by  H.  C.  OodsU  and 
Edwin  K.  Holmberg,  State  of  California,  De¬ 
partment  of  Natural  Resources  Division  of 
Fish  and  Game,  Bureau  of  Marine  Fisheries, 
Fish  Bulletin  No.  77  (19fiO). 

"  “Contributions  to  the  Comparative  Study 
of  the  So-called  Scombroid  Fishes,"  by  Kam- 
aklchl  Klshlnouye,  Journal  of  the  College  of 
Agriculture,  Imperial  University  of  Tokyo, 
Vol.  Vin,  No.  3  (1923). 

"“A  Systematic  Study  of  the  Pacific  Tu¬ 
nas,”  by  H.  C.  Oodsll  and  Robert  D.  Byers. 
State  of  California,  Department  of  Natural 
Resources,  Division  of  Fish  and  Game,  Bureau 
of  Marine  Fisheries,  Fish  Bulletin  No.  60 
(1944). 

"  “Descriptive  Study  of  Ortain  Tuna-Like 
Pishes,”  by  H.  C.  Godsil,  State  of  California, 
Department  of  Fish  and  Game,  Pish  Bulletin 
No.  97. 

"  “Comparative  Anatomy  and  Systematics 
of  the  Tunas,  Genus  Ibunnus,”  by  Robert 
H.  Gibbs,  Jr.,  and  Bruce  B.  Collette.  Division 
of  Fishes.  UB.  National  Museiun  and  Bureau 
of  Commercial  Fisheries,  Fish  and  Wildlife 
Service.  U.S.  Department  of  the  Interior, 
Fishery  Bulletin  Vol.  66.  No.  1  (1967),  pp. 
65-130. 


The  description  of  each  species  will  be 
found  in  the  text  to  which  reference  is 
made. 

(3)  The  optional  forms  of  processed 
tuna  consist  of  loins  and  other  striated 
muscular  tissue  of  the  fish.  The  loin  is 
the  longitudinal  quarter  of  the  great 
lateral  muscle  fre^  from  skin,  scales, 
visible  blood  clots,  bones,  gills,  viscera 
and  from  the  nonstriated  part  of  such 
muscle,  whi(di  part  (known  anatomically 
as  the  median  superficial  muscle)  is 
highly  vascular  in  structure,  dark  in 
color  because  of  retained  blood,  and 
granular  in  form.  Canned  tuna  is  pre¬ 
pared  in  one  of  the  following  forms  of 
pack,  the  identity  of  which  is  determined 
in  accordance  with  the  methods  pre¬ 
scribed  in  paragraph  (c)(2)  of  this 
section. 
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(i)  Solid  or  solid  pack  consists  of  loins 
freed  from  any  surface  tissue  (Uso^ored 
by  diffused  hemol3rzed  blood,  cut  in  trans- 
y&rse  segments  to  which  no  free  frag¬ 
ments  are  added.  In  containers  of  1 
pound  or  less  of  net  contents,  such  seg¬ 
ments  are  cut  in  Imgths  suitable  for 
packing  in  one  layer.  In  containers  of 
more  than  1  potmd  net  contents,  such 
segments  may  be  cut  in  lengths  suitable 
for  packing  in  one  or  more  layers  of 
equal  thickness.  Segments  are  placed  in 
the  can  with  the  planes  of  their  trans¬ 
verse  cut  ends  parallel  to  the  ends  of 
the  can.  A  piece  of  a  segment  may  be 
added  if  necessary  to  fill  a  container. 
The  proportion  of  free  flakes  broken 
from  loins  in  the  canning  operation  shall 
not  exceed  18  percent. 

(ii)  Chunk,  chunks,  chunk  style  con¬ 
sists  of  a  mixture  of  pieces  of  tuna  In 
which  the  original  muscle  structure  is 
retained.  The  pieces  may  vary  in  size, 
but  not  less  than  50  percent  of  the  weliht 
of  the  pressed  contents  of  a  container  is 
retained  on  a  -inch-mesh  screen. 

(iii)  Flake  or  flakes  consist  of  a  mix¬ 
ture  of  pieces  of  tuna  in  which  more  than 
50  percoit  of  the  weight  of  the  pressed 
contents  of  the  container  will  pass 
through  a  ^-inch-mesh  screen,  but  In 
which  the  muscular  structure  of  the  flesh 
is  retained. 

(iv)  Orated  consists  of  a  mixture  of 
particles  of  tuna  that  have  been  reduced 
to  uniform  size,  that  will  pass  through 
a  -inch-mesh  screen,  and  in  which  the 
particles  are  discrete  and  do  not  c(xn- 
prise  a  paste. 

(t)  Any  of  the  specified  forms  of  pack 
of  canned  tuna  may  be  smcdced.  Canned 
smoked  tuna  shall  be  labeled  in  accord¬ 
ance  with  the  provislcms  of  paragraph 
(a)  (8)  (V)  of  this  section. 

(4)  Canned  tuna,  in  any  of  the  forms 
of  pack  specified  in  paragraph  (a)  (3)  of 
this  section,  falls  within  one  the  fol¬ 
lowing  color  designations,  measured  by 
visual  comparismi  with  matte  surface 
neutral  reflectence  standards  corre¬ 
sponding  to  the  speclfled  Munsell  units 
of  value,  determined  in  accordance  wiUi 
paragraph  (a)  (7)  of  this  section. 

(i)  White.  This  ct^r  designation  is 
limited  to  the  species  Thunnus  germo 
(albacore) .  and  is  not  darker  than  Mun¬ 
sell  value  6.3.  ' 

(11)  light.  This  color  designation  in¬ 
cludes  any  txma  not  darker  than  Mun¬ 
sell  value  5.3. 

(ill)  Dark.  This  color  designation  in¬ 
cludes  aU  tuna  daiicer  than  Miinsell  value 
5.3. 

(iv)  Blended.  This  color  designation 
may  be  applied  only  to  tuna  flakes  speci¬ 
fied  in  paragraph  (a)  (3)  (iii)  of  this  sec¬ 
tion,  consisting  of  a  mixture  of  tuna 
flakes  of  which  not  less  than  20  percent 
by  weight  meet  the  color  standard  for 
either  white  tuna  or  light  tuna,  and  the 
remainder  of  which  fall  within  the  color 
standard  for  dark  tuna.  The  colcx*  desig¬ 
nation  for  blended  tuna  is  determined  in 
accordance  with  paragraph  (a)  (7)  of  this 
section. 

(5)  Canned  tuna  is  packed  in  one  of 
^e  f (blowing  optional  packing  media: 


(i)  Any  edible  vegetable  oQ  other  than 
olive  oU,  or  any  mixture  of  such  oils  not 
containing  olive 

(ii)  Olive  oU. 

(iii)  Water. 

(6)  Canned  tuna  may  be  seasoned  or 
flavored  with  one  or  more  of  the  fol¬ 
lowing: 

(i)  Salt. 

(ii)  Purified  mcmosodiiun  glutamate. 

(iii)  Hydrolyzed  protein. 

(iv)  Hydrol3rzed  protein  with  reduced 
monosodium  glutamate  content. 

(v)  Spices  or  spice  oils  or  spice  ex¬ 
tracts. 

(Vi)  Vegetable  broth  in  an  amount  not 
in  excess  of  5  percent  of  the  volume 
capacity  of  the  container,  such  broth  to 
consist  of  a  minimmn  of  0.5  perc«it  by 
weight  of  vegetable  extractives  and  to  be 
prepared  from  two  or  mcxre  of  the  follow¬ 
ing  vegetables:  Beans,  cabbage,  carrots, 
celery,  garlic,  onions,  parsley,  peas,  pota¬ 
toes,  green  bell  peppers,  red  bell  peppers, 
spinach,  and  tomatoes. 

(vti)  Garlic. 

(viii)  Lemon  flavoring  to  be  prepared 
from  lemon  oil  and  citric  acid  together 
with  safe  and  suitable  carriers  for  the 
lemon  oil  which  are  present  at  nonfimc- 
tional  and  insignificant  levels  in  the  fin¬ 
ished  canned  fcxxl.  When  lemon  flavming 
is  added,  a  safe  and  suitable  solubilizing 
and  dispersing  ingredient  may  be  added 
in  a  quantity  not  exceeding  0.005  percent 
by  weight  of  the  finished  food.  A  sub¬ 
stance  vised  in  accordance  with  this  para¬ 
graph  is  deemed  to  be  suitable  if  it  is 
used  in  an  amount  no  greater  than  nec¬ 
essary  to  achieve  the  intended  flavor 
effect,  and  is  deemed  to  be  safe  if  it  is 
not  a  food  additive  as  defined  in  section 
201(s)  of  the  act  or.  if  it  is  a  focxl  addi¬ 
tive  as  so  defined,  it  is  used  in  conform!^ 
with  regulaticms  established  pursuant  to 
section  409  of  the  act. 

(7)  For  determination  of  the  color 
designations  specified  in  paragraph  (a) 
(4)  of  this  section,  the  following  method 
shall  be  used:  Reccmibine  ttie  separa¬ 
tions  of  [Messed  cake  resvilting  from  the 
method  prescribed  in  pcuragraph  (c)  (2) 
of  this  section.  Pass  the  combined  por¬ 
tions  through  a  sieve  fitted  with  woven- 
wire  cloth  of  ^-inch  mesh  which  com¬ 
plies  with  the  speciflcations  for  such 
wire  cloth  set  forth  in  “Standard  Spec¬ 
iflcations  for  Sieves,”  published  March  1. 
1940,  in  L.  C.  584  of  the  UB.  Department 
of  Commerce,  National  Bureau  of  Stand¬ 
ards.  Mix  the  sieved  material  and  [dace 
a  sufficient  quantity  into  a  307  x  113  size 
container  (tearing  a  top  seam  and  hav¬ 
ing  a  false  bottom  approximately  ^-inch 
deep  and  painted  flat  black  inside  and 
outside)  so  that  after  tamping  and 
smoothing  the  surface  of  the  sample  the 
material  will  be  ^-Inch  to  ^-inch  below 
the  top  of  the  container.  Within  10  min¬ 
utes  sifter  sieving  through  the  ^-inch 
mesh  woven-wire  cloth,  determine  the 
Munsell  vsdue  of  ssimide  surfsM:e. 

(i)  Determine  the  Muns^  value  of 
the  ssunple  surfsu;e  so  prepared.  The 
following  method  may  be  us^.  employ¬ 
ing  an  optical  comptinUor,  ctMislsting  of 
a  lens  and  prism  system  which  brings 
two  besuns  Ufiht,  reflected  from  equal 


areas  of  sample  surface  and  standsutl 
surface,  reflectively,  together,  within 
an  eyepiece,  so  as  to  show  an  equsdly  di¬ 
vided  optical  field.  The  scanned  sueas 
of  ssimple  smd  8tsmdsu*d  surface  sue  not 
smaller  thsux  2  squsue  inches.  Light 
reaching  the  eye  is  rendered  sufficiently 
diffuse,  by  design  of  eyepiece  and  com- 
psuaUw,  so  that  detsdl  of  the  ssunple  sur- 
fstce  will  remain  undefined,  to  a  degree 
such  SIS  to  avoid  visusd  ciHifusion  in  ob¬ 
servation  of  a  match  of  over-all  inten¬ 
sity  of  reflected  light.  The  eyepiece  con- 
tsdns  a  colcw  filter  centering  at  a  wave¬ 
length  between  550  m/i  and  560  nut.  The 
filter  does  not  pass  appreciable  visible 
rsuliation  of  wavelengths  below  540  m^  or 
above  570  mAi.  The  passed  wavelength 
bcmd  is  of  a  mcmochromaticity  sufficient 
to  cause  a  ssunple  suvd  a  neutral  standard 
of  equsil  reflectance  to  appear  of  the 
ssune  hue.  The  comparator  is  rigidly 
mounted  (Xi  a  verticsd  stand  attsM:hed  to 
a  base  in  which  arrsmgement  is  provided 
for  securely  suid  accurately  positioning 
two  cans  of  size  307  x  113  in  the  two  fields 
of  view.  Mounted  on  the  bsise  are  two 
shsuled  lamps,  which  direct  the  center  of 
their  besuns  of  light  at  sibout  a  45*  smgle 
to  the  ^suve  of  the  sample  suvd  standard 
surfsu:es.  The  lamps  are  so  positioned 
that  light  from  one  bears  mainly  upon 
the  sample  surfcM^e  suid  light  from  the 
other  mainly  on  the  standard  surface, 
suxl  are  so  placed  in  rqlaticMi  to  ssunple 
and  stsmdard  that  no  shstdows,  sis  from 
the  csui  rims,  appesu:  in  the  fields  of 
view.  The  Isunps  su'e  strong  enough  to 
furnish  sulecpiate  suid  convenient  illu¬ 
mination  through  ey^iece  smd  filter. 
Means  is  provided  to  alter  the  light  in¬ 
tensity  of  one  Isunp  in  relation  to  the 
other,  as  may  conveniently  be  sichieved 
by  usdng  a  100-watt  tungsten  filsunent 
bulb  in  one  Isunp  smd  using,  in  the  other, 
a  similar  150-watt  bulb  connected  with 
the  power  source  through  a  suitable 
rheostsit.  The  stsmd  is  equipped  with 
nsmglossy  blsu:k  curtains  on  the  side  of 
the.  observer,  to  exclude  vsuiatlon  in 
extraneous  light  reflected  from  the 
person  of  the  observer. 

(ii)  To  suUust  the  comparator,  place 
a  pair  of  matte  surfsu:e  standards  of 
Munsell  value  5.3,  mounted  as  described 
in  psuagraph  (a)  (7)  (iv)  of  this  section, 
in  positicMi  in  the  compsuator  bsise,  smd 
suijust  the  intensity  of  the  vsulsUile  lamp 
until  the  two  hsdves  of  the  (vticsd  field, 
viewed  through  the  eyepiece,  are  of  equal 
brightness.  Then  remove  one  of  the 
stsmdards  smd  replsu:e  it  with  the  pre¬ 
pared  ssimple.  Without  sdtering  any 
other  adjustments,  observe  through  the 
eyepiece  whether  the  ssunple  appesu^ 
lighter  or  darker  than  the  standard.  In 
case  of  exsunlnation  of  sdbsurore  desig¬ 
nated  “white”,  conduct  the  procedure 
using  stsmdsufls  of  Munsell  vsdue  6.3. 

(iii)  The  stsmdards  with  which  com- 
psirisons  are  msule  su*e  essentisdly  neu- 
trsd  matte-flnlsh  stsmdards,  equivalent 
in  luminous  reflectance  of  light  of  555 
mu  wavelength  to  33.7  percent  of  the 
luminous  reflectimce  of  magnesium 
oxide  (for  Muns^  value  6.3)  and  22.6 
percent  of  the  luminous  reflectance  of 
magnesium  oxide  (for  Munsell  vsdue  5.3 > . 
as  given  by  the  relatiixiship  between 
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Munsell  value  and  luminous  reflectance 
derived  by  a  subcommittee  of  the  Opti¬ 
cal  Society  of  America  and  published  in 
the  “Journal  of  the  Optical  Society  of 
America,”  Volume  33,  page  406  (1943). 

(iv)  These  standards  shall  be  cut  In 
circles  3^  inches  in  diameter  and  shall 
be  mounted  in  307  x  113  size  containers, 
bearing  a  tc^  seam  and  painted  flat 
black  inside  and  outside,  so  that  the 
surfaces  of  the  standards  are  h^ch 
below  the  top  of  the  containers  in  which 
they  are  mounted. 

(V)  In  the  case  of  blended  tuna,  the 
foregoing  method  shall  be  varied  by  first 
separating  the  tuna  flakes  of  the  two 
different  colors  before  passing  them 
through  the  >4 -inch  mesh  sieve,  then 
proceeding  with  each  portion  separately 
for  the  determinaticm  of  its  color  value, 
employing,  if  necessary,  a  sample  con¬ 
tainer  with  false  bottom  greater  than 
Vz  inch  deep. 

(8)  (i)  The  specified  names  of  the 
canned  tuna  for  which  definitions  and 
standards  of  identity  are  prescribed  by 
this  section,  except  where  water  is  the 
packing  medium  or  where  the  tima  is 
smoked,  are  formed  by  combining  the 
designation  of  form  of  pack  with  the 
color  designation  of  the  tuna;  for  ex¬ 
ample,  “Solid  pack  white  tuna”,  “Grated 
dark  tuna”,  etc.  In  the  case  of  blended 
tuna,  there  shall  be  used  both  applicable 
color  designations  of  the  blend^  flakes, 
in  precedence  determined  in  accordance 
with  the  predominating  portion  found 
in  the  container;  for  example,  “Blended 
white  and  dark  tuna  flakes”,  “Blended 
dark  and  light  tuna  flakes”. 

(ii)  The  specified  name  of  canned 
tuna  when  water  is  used  as  the  packing 
medium  is  formed  as  described  in  para¬ 
graph  (a)  (8)  (i)  of  this  section,  followed 
by  the  words  “in  water”;  for  example, 
“Grated  light  tuna  in  water”. 

(iii)  When  the  packing  medium  is  veg¬ 
etable  oil  or  olive  oil,  the  label  shall  bear 
the  name  of  the  optional  packing  me¬ 
dium  used,  as  specified  in  paragraph  (a) 
(5)  of  this  section,  preceded  by  the  word 
“in”  or  the  words  “packed  in".  In  case 
of  the  optional  ingredient  specified  in 
paragraph  (a)  (5)  (i)  of  this  section,  the 
name  or  names  of  the  oil  used  may  be 
stated,  or  the  general  term  “vegetable 
oil”  may  be  used. 

(iv)  In  case  solid  pack  tuna  is  packed 
in  olive  oil,  the  designation  “Tonno”  may 
also  appear. 

(V)  In  case  any  of  the  specified  forms 
of  canned  tuna  are  snu^ed,  the  word 
“smc^ed”  shall  appear  as  a  part  of  the 
name  on  the  label;  for  example, 
“Smoked  light  tuna  flakes”. 

(Vi)  Where  the  canned  tuna  contains 
one  or  more  of  the  ingredioits  provided 
for  in  paragrai^  (a)  (6)  of  this  section, 
the  label  shall  bear  the  statemoit  “Sea¬ 
soned  with _ ”,  the  blank  being 

filled  in  with  the  name  or  names  of  the 
ingredient  or  ingredients  used,  except 
that  if  the  ingredient  designated  in  para¬ 
graph  (a)  (6)  (Vi)  of  this  secticm  is  used, 
the  blanks  shall  be  filled  in  with  the  term 
“vegetable  broth”;  and  if  the  ingredient 
designated  in  paragrs4)h  (a)(6)(v)  of 
this  secticxi  is  used  alone,  the  label  may 


alternatively  bear  either  the  statement 
“spiced"  or  the  statement  “with  added 
spice”;  and  if  salt  is  the  only  seasoning 
ingredient  used,  the  label  may  alterna¬ 
tively  bear  any  of  the  statemoits 
“salted”,  “with  added  salt”,  or  “salt 
added”.  If  the  flavoring  ingredients  des¬ 
ignated  in  paragraph  (a)  (6)  (viii)  of  this 
section  are  used,  the  words  “lem<m  fla¬ 
vored”  or  “with  lemcm  flavoring”  shall 
appear  as  a  part  of  the  name  on  the 
label;  for  example,  “lemon  flavored 
chimk  light  tuna”.  Citric  acid  and  any 
optional  solubilizing  and  dispersing 
agent  used  as  specified  in  paragra{>h  (a) 
(6)  (viii)  of  this  section  in  connectimi 
with  lemon  flavoring  ingredients  shall  be 
designated  on  the  label  by  its  common 
or  usual  name. 

(vii)  Where  the  canned  tuna  contains 
the  optional  ing;redient  sodium  acid  py¬ 
rophosphate  as  provided  in  paragraph 
(a)(1)  of  this  secti<Mi,  the  label  shall 
bear  the  statement  “pyrophosphate 
added”  or  “with  added  ps^ophosphate”. 

(viii)  Wherever  the  name  of  the  food 
app>ears  on  the  label  so  conspicuously  as 
to  be  easily  seen  irnder  custmnary  con¬ 
ditions  of  purchase,  the  names  of  the 
optional  ingredients  used,  as  specified  in 
paragraphs  (a)  (8)  (iii),  (vi),  and  (vii) 
of  this  secti<m  (except  if  lemcxi  flavoring 
is  added,  this  subparagn^h  applies  only 
to  the  terms  “lemon  fiavored”  or  “with 
lemon  flavoring”,  not  to  the  constituent 
ingredients  of  that  Havering  or  to  any 
optional  solubilizing  or  dispersing  in¬ 
gredient  used  in  connection  with  lemon 
flavoring  ingredients) ,  shall  immediately 
and  conspicuously  precede  or  follow 
such  name  without  intervening,  written, 
printed,  or  graphic  matter,  except  that 
the  common  name  of  the  species  of  tuna 
fish  may  so  intervene;  but  the  species 
name  “albacore”  may  be  employed  only 
for  canned  tuna  of  that  species  which 
meets  the  coIot  designation  “white"  as 
prescribed  by  paragraph  (a)  (4)  (i)  of 
this  section. 

(ix)  Statements  of  optkxial  ingredi¬ 
ents  present  required  by  paragnq^  (a) 
(8)  (vl)  of  this  secti<xi,  but  not  subject  to 
the  provisions  of  paragrt^  (a)  (8)  (viii) 
of  this  section  shall  be  set  forth  on  the 
label  with  such  prominence  and  con¬ 
spicuousness  as  to  render  than  likely  to 
be  read  and  imderstood  by  the  ordinary 
individual  imder  customary  conditions 
of  purchase. 

(b)  [Reserved] 

(c>  Fill  of  container — (1)  The  stand¬ 
ard  of  fill  of  container  for  canned  tuna 
is  a  fill  such  that  the  average  weight  of 
the  pressed  cake  from  24  cans,  as  deter¬ 
mined  by  the  method  prescribed  by  para¬ 
graph  (c)  (2)  of  this  section,  is  not  less 
than  the  minimum  value  specified  for  the 
corresponding  can  size  and  form  of  tuna 
ingredient  in  the  following  table; 


I.  Can  size  and 
form  of  tuna 


ingredient 
211  X  109: 

Solid . 

Chunks 

Flakes  _ 

Orated _ 


II.  Minimum  value  for 
weights  of  pressed 
cake  (average  of  24 
cans) 

■  Ounces 

. . .  2.26 

. 1.98 

. . 1.98 

.  2.00 


307  X  113: 

Solid .  4.  47 

Chunks  _  3. 92 

Flakes  _  3. 92 

Orated _  3. 96 

401  X  206: 

Solid . .  8.  76 

Chunks _  7. 68 

Flakes  _  7. 68 

Orated  . . .  7.76 

603  X  408: 

Solid  _ ■ _  43.2 

Chunks  _  37.9 

Flakes  _  37. 9 

Orated _  38. 3 


If  the  can  size  in  question  is  not  listed, 
calculate  the  value  for  column  n  as  fol¬ 
lows;  From  the  list  select  as  the  cennpa- 
rable  can  size  that  one  having  nearest 
the  water  capacity  of  the  can  size  in 
question,  multiply  the  value  listed  in 
column  n  for  the  same  form  of  tuna 
ingredient  by  the  water  capMity  of  the 
can  size  in  question,  and  divide  by  the 
water  capacity  of  the  comparable  can 
size.  Water  capacities  are  determined 
by  the  general  method  provided  in  S  130.- 
12(a)  of  this  chapter.  For  the  purposes  of 
this  section,  cans  of  dimensions  211  x  109 
shall  be  deemed  to  have  a  water  capacity 
at  68*  F  of  3.55  avoirdupois  ounces  of 
water;  cans  of  dimensions  307  x  113,  a 
water  capacity  of  7.05  avoirdupois  oimces 
of  water;  cans  of  dimensions  401  x  206,  a 
water  capacity  of  13.80  avoirdupois 
ounces  of  water;  and  cans  of  dimensions 
603  X  408,  a  water  capacity  of  68.15  avoir¬ 
dupois  ounces  of  water. 

(2)  The  methods  referred  to  in  para¬ 
graph  (c)(1)  of  this  section  for  deter¬ 
mining  the  weight  of  the  pressed  cake 
and  referred  to  in  paragraph  (a)  (3)  (i) 
of  this  sectiem  for  determining  the  per¬ 
cent  of  free  flakes  and  the  percent  of 
pieces  that  pass  through  a  -inch -mesh 
sieve  are  as  follows; 

(i)  Have  each  of  the  24  cans  and  con¬ 
tents  at  a  temperature  of  75°  F  within 
±5°  F.  Test  each  can  in  turn  as  follows; 

(il)  Cut  out  the  top  of  the  can  (code 
end),  using  a  can  (Hiener  that  does  not 
remove  nor  distort  the  double  seam. 

(iii)  With  the  cut  top  held  on  the  can 
contents,  invert  the  can,  and  drain  the 
free  liquid  by  gentle  finger  pressure  on 
the  cut  lid  so  that  most  of  the  free  liquid 
drains  from  the  can. 

(iv)  With  the  cut  lid  still  in  place,  cut 
out  the  bottom  of  the  can  with  the  can 
opener,  then  turn  the  can  upright  and 
remove  the  cut  can  top  (code  end). 
Scrape  off  any  adhering  tuna  particles 
into  the  tuna  mass  in  the  can. 

(V)  Place  the  proper  size  of  press  cyl¬ 
inder  as  provided  in  paragraph  (c)  (3)  (i) 
of  this  section  in  a  horizontal  position  on 
a  table;  then,  using  the  cut  bottom  of  the 
can  as  a  pusher,  gently  force  the  can 
contents  from  the  can  into  the  cylinder 
so  that  the  fiat  side  of  the  can  contents 
lies  in  contact  with  the  bottom  of  the 
cylinder.  Remove  the  bottom  of  the 
can  that  was  used  as  the  pusher  and 
scrape  any  adhering  particles  from  the 
can  body  and  bottom  of  the  can.  and 
put  them  in  the  cylinder. 

(vi)  Place  the  cylinder  plunger  on  top 
of  the  can  contents  in  the  cylinder.  Re¬ 
move  the  eyebolt  and  put  the  cylinder 
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and  plunger  in  position  on  the  press 
(paragraph  (c)  (3)  (iii)  of  this  section) . 

(vii)  Begin  the  operation  of  the  press 
and  as  soon  as  liquid  is  observed  coming 
from  the  cylinder  start  timing  the  opcr- 
ation.  Apply  pressure  to  the  plunger 
slowly  and  at  a  uniform  rate,  so  that  a 
full  minute  is  used  to  reach  a  pressure  of 
384  poimds  per  square  inch  of  plunger 
face  in  contact  adth  the  can  contents. 
Hold  this  pressure  for  1  additional  min¬ 
ute  and  then  release  the  pressure  and 
disengage  the  plunger  from  the  press 
shaft.  Tip  the  press  cylinder  ^  that  any 
free  liquid  is  drained  out. 

(viii)  Remove  press  cylinder  with 
plunger  from  the  press,  insert  eyebolt  in 
plunger  and  withdraw  it  from  the  cylin¬ 
der.  Loosen  the  pressed  cake  from  the 
cylinder  with  a  thin  blade  and  remove 
the  entire  pressed  cake  as  gently  as  pos¬ 
sible,  to  keep  the  mass  in  a  single  cake 
during  this  operation.  Place  the  pressed 
cake  and  any  pieces  that  adhered  to  the 
plunger  and  cylinder  In  a  tared  receiv¬ 
ing  pan  and  determine  the  weight  of  the 
pressed  material. 

(ix)  For  cans  larger  than  401  x  206,  cut 
out  the  top  of  the  can  and  drain  off 
free  liquid  from  the  can  contents  as  in 
operations  described  in  paragraphs  (c) 

(2)  (ii)  and  (iii)  of  this  section.  Deter¬ 
mine  the  gross  weight  of  the  can  and  re¬ 
maining  contents.  Using  a  tared  core 
cutter  as  provided  for  in  paragraph  (c) 

(3) (ii)  of  this  sectimi,  cut  vertically  a 
core  of  the  drained  material  in  the  can. 
Determine  the  weight  of  the  core.  With  a 
thin  spatula  transfer  the  core  to  the 
pressing  cylinder  for  401  x  206  cans.  De¬ 
termine  the  weight  of  the  pressed  cake  as 
in  the  operations  described  in  para¬ 
graphs  (c)  (2)  (V)  through  (viii)  of  this 
section.  Remove  the  remaining  drained 
contents  of  the  can,  reserving  the  con¬ 
tents  for  the  determination  of  free  flakes 
(paragraph  (c)  (2)  (xi)  of  this  section) , 
weigh  the  empty  can,  and  calculate  the 
weight  of  the  total  drained  material. 
Calculate  the  weight  of  pressed  cake  on 
the  entire  can  basis  by  multiplying  the 
weight  of  the  pressed  cake  of  the  core 
by  the  ratio  of  the  weight  of  the  drained 
contents  of  the  can  to  the  weight  of  the 
core  before  pressing. 

(x)  Repeat  the  determination  of 
weight  of  pressed  cake  on  the  remainder 
of  the  24  cans  atMi  determine  the  average 
weight  of  pressed  cake  for  the  purpose  of 
paragraph  (c)  (1)  of  this  section. 

(xl)  Determination  of  free  flakes:  If 
the  optional  form  of  tuna  ingredient  is 
solid  pack,  determine  the  percent  of  free 
flakes.  Any  flakes  resulting  from  the 
operations  described  in  this  paragraph 
(c)  (2)  (xi)  or  in  other  parts  of  this  para¬ 
graph  are  to  be  weighed  as  free  flakes. 
Only  fragments  that  were  brcAen  in  the 
canning  procedure  are  considered  to  be 
free  flakes.  If  the  can  is  of  such  size  that 
its  entire  drained  contents  were  pressed 
as  described  In  paragraphs  (c)  (2)  (1)  to 
(vlli)  of  this  section,  inclusive,  examine 
the  pressed  cake  carefully  fbr  free  flakes. 
Using  a  spatula,  scrape  free  flakes  gently 
from  the  outside  of  the  cake.  Weigh  the 
aggregate  free  flakes  that  were  brtrimn 
from  ttie  loin  segments  in  the  canning 


procedure  and  calculate  their  percentage 
of  the  total  weight  of  pressed  cake.  If 
the  can  is  of  such  size  that  a  core  was 
cut  for  pressing  as  described  in  para¬ 
graph  (c)  (2)  (ix)  of  this  section,  make 
the  examination  for  free  flakes  on  a 
weighed  portion  of  the  drained  material 
remaining  after  the  core  was  removed. 
The  weight  of  the  portion  examined 
should  approximately  equal  the  weight 
of  the  core  before  pressing.  Calcxilate  the 
weight  of  the  free  flakes  that  were 
broken  from  the  loins  in  the  rarming 
procedure  as  a  percentage  of  the  weight 
of  the  portion  examined. 

(xii)  Determination  of  particle  size: 
If  the  optional  form  of  tuna  ingredient 
is  chunks,  flakes,  or  grated,  the  pressed 
cake  resulting  from  the  operations  de¬ 
scribed  in  paragraphs  (c)  (2)  (1)  to  (ix) 
of  this  section.  Inclusive,  is  gently  sepa¬ 
rated  by  hand,  care  being  taken  to  avoid 
breaking  the  pieces.  The  separated 
pieces  are  evenly  distributed  over  the  top 
sieve  of  the  screen  separation  equipment 
described  in  paragraph  (c)  (3)  (iv)  of  this 
section.  Beginning  with  the  top  sieve, 
lift  and  drop  each  sieve  by  its  open  edge 
three  times.  Each  time,  the  open  edge 
of  the  sieve  Is  lifted  the  full  distance 
permitted  by  the  device.  Combine  and 
weigh  the  material  remaining  on  the 
three  top  sieves  (l*4"inch,  1-inch,  %- 
inch  screens),  and  determine  the  com¬ 
bined  percentage  retention  by  weight  in 
relation  to  the  total  weight  of  the  pressed 
cake. 

(8)  (i)  The  press  cylinder  and  plunger 
referred  to  In  paragraph  (c)  (2)  of  this 
section  are  made  of  stainless  steel.  The 
press  cylinders  are  made  with  a  lip  to 
facilitate  drainage  of  the  liquid.  Plungers 
have  a  threaded  center  hole,  about  half 
as  deep  as  the  thickness  of  the  plunger, 
for  receiving  a  ringb<flt  to  assist  in  re¬ 
moving  the  plunger  from  the  press  cyl¬ 
inder.  Dimensions  for  press  cylinders  and 
plungers  are  as  follows: 

For  can  size  211  x  109 
Press  cylinder: 

Inside  depth,  approximately  3^  Inches. 

Inside  diameter,  2.693  Inches. 

WaU  thickness,  approxinrately  %  inch. 
Plunger: 

Thickness,  approximately  1  Inch. 

Diameter,  2.568  Inches. 

For  can  size  307  x  113 
Press  cylinder: 

Inside  depth,  approxlmataly  4  Inchee. 

Inside  diameter,  3.344  Inches. 

Wall  thickness,  api»ozlmately  ^‘■Inch. 
Plunger: 

Thickness,  approximately  1^  Inches. 

Diameter,  3.319  inches. 

For  can  size  401  x  206 
Press  cylinder: 

Inside  depth,  approximately  4^^  inches. 

Inside  diameter,  3.969  Inches. 

Wall  thickness,  approximately  ^  Inch. 
Plunger: 

Thickness,  approximately  1^  Inches. 

Diameter,  3.944  Inches. 

For  can  sizes  where  the  diameter  Is 
greater  than  401,  the  core  cutter  de¬ 
scribed  in  paragrim^  (c)(3)(li)  of  this 
section  shall  be  used  and  the  resulting 
core  pressed  in  the  press  cylinder  for  can 
size  401  X  206.  For  can  sizes  differing 


from  those  specified  in  this  paragraph 
(c)(3)(i),  special  press  cylinders  and 
plungers  may  be  used.  Special  press 
cylinders  have  inside  diameters  ^'lu-inch 
less  than  the  outside  diameters,  at  the 
double  seam,  for  the  can  sizes  for  which 
the  cylinders  are  used:  plunger  diame¬ 
ters  are  0.025-lnch  less  than  the  inside 
diameters  of  the  press  cylinders. 

(ii)  The  core  cutter  referred  to  in 
piaragraph  (c)(2)  (ix)  and  (xi)  of  this 
section  and  paragraph  (c)  (3)  (i)  of  this 
section  is  m^e  fnun  a  previously  sealed 
300  X  407  can.  The  cover,  including  the 
top  seam,  is  cut  out.  The  edge  is 
smoothed  and  sharpened.  A  small  hole 
to  permit  passage  of  air  is  made  in  the 
bottom. 

(iii)  The  hydraulic  press  referred  to 
in  paragraph  (c)(2>(vi)  to  (x)  of  this 
section,  inclusive,  is  made  by  so  mount¬ 
ing  a  hydraulic  Jack,  in  a  strong  frame, 
that  it  will  press  horizontally  against  the 
center  of  the  plimger  in  the  press  cylin¬ 
der  used.  The  frame  is  so  braced  that 
it  does  not  change  shape  when  pressure 
is  applied.  The  gauge  on  the  hydraulic 
jack  is  so  calibrated  that  it  will  indicate, 
for  the  plunger  being  used,  when  the 
plimger  is  pressing  against  the  contents 
of  the  press  cylinder  with  a  pressure  of 
384  pounds  per  square  inch  of  plunger 
face. 

(iv)  The  sieving  device  referred  to  in 
paragraph  (c)(2)  (xii)  of  this  section 
consists  of  three  sieves,  each  approxi¬ 
mately  1  foot  square,  loosely  mounted, 
one  above  the  other,  in  a  metal  frame. 
The  mesh  in  the  top  sieve  complies  with 
the  speciflcations  for  IV^-inch  woven- 
wire  cloth  as  set  forth  in  “Standard 
Speciflcations  for  Sieves,’*  as  published 
March  1.  1940,  in  L.  C.  584  of  the  U.S. 
Department  of  Commerce,  National  Bu¬ 
reau  of  Standards.  The  meshes  in  the 
sieves  below  comply  with  similar  specifl¬ 
cations  for  1-lnch  and  V^-lnch  woven- 
wire  cloth  as  set  fcMth  in  the  same  pub- 
licatlcm.  The  sides  of  each  sieve  are 
formed,  in  a  raised  rim.  from  %-inch  x 
*4-inch  metal  strap.  The  frame  has 
tracks  made  of  %-inch  angle  metal  to 
support  each  sieve  under  each  side.  The 
tracks  are  so  positioned  as  to  permit  each 
sieve  a  free  vertical  travel  of  1%  inches. 

(4)  If  canned  tuna  falls  below  the  ap¬ 
plicable  standard  of  All  of  container 
prescribed  in  paragraph  (c)(1)  of  this 
section,  the  label  shall  bear  the  general 
statement  of  substandard  All  provided  in 
{  130.14(b)  of  this  chapter,  in  the  manner 
and  form  therein  specified. 

PART  163— CACAO  PRODUCTS 
Subpart  A — [Reserved] 

Subpart  B — Requirements  for  Specific 
Standardized  Cacao  Products 

Sec. 

163.110  Cacao  nibs. 

163.111  Chocolate  Uquor. 

163.1 12  Breakfast  cocoa. 

168.113  Cocoa. 

163.114  liow-f at  cocoa. 

163.117  Cocoa  wKh  (Uoctyl  sodium  sulfosuc- 
cinate  for  manufacturing. 

163.123  Sweet  chocolate. 

163.130  MUk  chocolate. 

163 J35  Buttermilk  ehoc<^te. 

163.140  Skim  milk  chocolate. 
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Sec, 

163.145  Mixed  dairy  product  chocolates. 
163.150  Sweet  cocoa  and  vegetable  fat 
(other  than  cacao  fat)  coating. 
163.153  Sweet  chocolate  and  vegetable  fat 
(other  than  cacao  fat)  coating. 
163.155  Milk  chocolate  and  vegetable  fat 
(other  than  cacao  fat)  coating. 

Authorxtt:  Secs.  401,  701,  52  Stat.  1046  as 
amended,  1055-1056  as  amended  (21  U.SC. 
341.  371)  unless  otherwise  noted. 

Subpart  A — [Reserved] 

‘  Subpart  B — Requirements  for  Specific 
Standardize  Cacao  Products 

§163.110  Cacao  nibs. 

<a)  Cacao  nibs,  cocoa  nibs,  cracked 
cocoa  is  the  food  prepared  by  heating 
and  cracking  dried  or  cured  and  cleaned 
cacao  beans  and  removing  shell  there¬ 
from.  Cacao  nibs  or  the  cacao  beans 
from  which  they  are  prepared  may  be 
processed  by  heating  with  one  or  more  of 
the  following  optional  alkali  ingredients, 
added  as  such  or  in  aqueous  solution: 
Bicarbonate,  carbonate,  or  hydroxide  of 
sodium,  ammonium,  or  potassium;  or 
carbonate  or  oxide  of  magnesium;  but  for 
each  100  parts  by  weight  of  cacao  nibs 
used,  as  such  or  before  shelling  from  the 
cacao  beans,  the  total  quantity  of  such 
alkalis  used  is  not  greater  in  neutralizing 
value  (calculated  from  the  respective 
combining  weights  of  such  alkalis  used) 
than  the  neutralizing  value  of  3  parts  by 
weight  of  anhydrous  potassium  carbon¬ 
ate.  The  cacao  shell  content  of  cacao 
nibs  is  not  more  than  1.75  percent  by 
weight  (calculated  to  an  alkali -free  basis 
if  they  or  the  cacao  beans  from  w’hich 
they  were  prepared  have  been  processed 
with  alkali) ,  as  determined  by  the 
method  prescribed  under  “Shell  in 
Cacao  Nibs — Tentative”  beginning  on 
page  208  [Ed.  note.  10th  edition,  1965,  p. 
180,  secs.  12.009-12.0131  of  “OfiBcial  and 
Tentative  Methods  of  Analysis  of  the 
Association  of  OfiBcial  Agricultural 
Chemists,”  5th  Ed.,  1940. 

(b)  When  cacao  nibs  or  the  cacao 
beans  from  which  they  are  prepared  are 
processed,  in  whole  or  in  part,  with  any 
optional  alkali  ingredient  specified  in 
paragraph  (a)  of  this  section,  the  label 
shall  bear  the  statement  “Processed  with 
alkali”;  but  in  lieu  of  the  word  “alkali” 
in  such  statement  the  specific  common 
name  of  the  optional  alkali  ingredient 
may  be  used.  Wherever  the  name  of 
the  food  appears  on  the  label  so  con¬ 
spicuously  as  to  be  easily  seen  under 
customary  conditions  of  purchase,  such 
statement  shall  immediately  and  con¬ 
spicuously  precede  or  follow  such  name 
without  intervening  written,  printed,  or 
graphic  matter. 

§163.111  Chocolate  liquor. 

(a)  Chocolate  liquor,  chocolate,  bak¬ 
ing  chocolate,  bitter  chocolate,  c(x>king 
chocolate,  chocolate  coating,  bitter 
chocolate  coating  is  the  solid  or  soni- 
plastic  food  prepared  by  finely  grinding 
cacao  nibs.  To  such  ground  cacao  nibs, 
cacao  fat  (x*  a  cocoa  or  both  may  be 
added  in  quantities  needed  to  adjust  the 
cacao  fat  content  of  the  finished  choc¬ 
olate  liquor.  (Fw  the  purposes  of  this 
section  the  term  “cocoa”  means  break¬ 


fast  cocoa,  cocoa,  low-fat  cocoa,  or  any 
mixture  of  two  or  more  of  these.)  Choc¬ 
olate  liquor  may  be  spiced,  flavored,  or 
otherwise  seasoned  with  one  or  more 
of  the  following  optional  ingredients, 
other  than  any  such  ingredient  or  com¬ 
bination  of  ingredients  specified  in  para¬ 
graph  (a)  (1),  (2),  or  (3)  of  this  sec¬ 
tion  which  imparts  a  flavor  that  imitates 
the  flavor  Of  chocolate,  milk,  or  butter: 

<  1  •  Ground  spice. 

<2»  Ground  vanilla  beans;  any  nat¬ 
ural  food  flavoring  oil,  oleoresin,  or 
extract. 

(3»  Vanillin,  ethyl  vanillin,  or  other 
artificial  food  flavoring. 

(4'  Butter,  milk  fat,  dried  malted  ce¬ 
real  extract,  ground  coffee,  ground  nut 
meats. 

(5»  Salt. 

Any  optional  ingredient  used  with  the 
cacao  beans  or  cacao  nibs  from  which 
such  chocolate  liquor  is  prepared,  or  used 
w'ith  any  cocoa  added  in  preparing  such 
chocolate  liquor,  shall  be  considered  to 
be  an  optional  ingredient  used  with  such 
chocolate  liquor.  The  optional  alkali  in¬ 
gredients  specified  for  use  with  cacao 
nibs  in  §  163.110(a)  may  be  used  as  op¬ 
tional  ingredients  with  chocolate  liquor; 
but  for  each  100  parts  by  weight  of  cacao 
nibs  used  in  preparing  the  chocolate  liq¬ 
uor,  the  total  quantity  of  such  alkalis 
used  is  not  greater  in  neutralizing  value 
(calculated  from  the  respective  combin¬ 
ing  weights  of  such  alkalis  used)  than  3 
parts  by  weight  of  anhydrous  potassium 
carbonate.  The  finished  chocolate  liquor 
contains  not  less  than  50  percent  and 
not  more  than  58  percent  by  weight  of 
cacao  fat.  Unless  the  chocolate  liquor  is 
seasoned  with  butter,  milk  fat,  or  ground 
nut  meats,  the  percentage  of  cacao  fat 
is  determined  by  the  method  prescribed 
under  “Fat  Method  I — OfiBcial”  begin¬ 
ning  on  page  202  [Ed.  note,  10th  edition, 
1965,  p.  184.  sec.  12.022]  of  “OfiBcial  and 
Tentative  Methods  of  Analysis  of  the 
Association  of  OfiBcial  Agricultural 
Chemists.”  5th  Ed.,  1940. 

(b)  Wherever  the  name  of  the  food 
appears  on  the  label  so  conspicuously 
as  to  be  easily  seen  under  customary  con¬ 
ditions  of  purchase,  the  statements  pre¬ 
scribed  in  this  section,  showing  the  op¬ 
tional  ingi-edients  used  shall  immediately 
and  conspicuously  precede  or  follow  such 
name,  without  intervening  written, 
print^,  or  graphic  matter: 

(1)  When  the  food  is  seasoned  with 
an  optional  ingredient  specified  in  para¬ 
graph  <a)(l)  of  this  section  the  label 
shall  bear  the  statement  “Spiced”, 
“Spice  added”,  “With  added  spice”, 

“Spiced  w’ith _ ”,  or  “With  added 

_ ”,  the  blank  being  filled  in  with  the 

specific  common  name  of  the  spice  used. 

(2)  When  the  food  is  fiavored  with  an 
optional  ingredient  specified  in  para¬ 
graph  (a)(2)  of  this  section,  the  label 
shall  bear  the  statement  “Flavored”, 
“Flavoring  added”,  “With  added  fiavor- 

ing”,  or  “Flavored  with _ ”,  “ - 

added”,  or  “With  added  - ”,  the 

blank  being  filled  in  with  the  specific 
common  name  of  the  flavoring  used. 

(3)  When  the  food  is  flavored  with 
an  optional  ingredient  specified  in  par¬ 


agraph  (a)(3)  of  this  section,  the  label 
shall  bear  the  statement  “Artificially 
flavored”.  “Artificial  flavoring  added”, 
“With  artificial  flavoring”,  “Artificially 

flavored  with _ ”,  or  “With _ ,  an 

artificial  flavoring”,  the  blank  being 
filled  in  with  the  specific  common  name 
of  the  artificial  flavoring  iised. 

(4)  When  the  food  is  seasoned  with  an 
optional  ingredient  specified  in  para¬ 
graph  (a)  (4)  of  this  section,  the  label 
shall  bear  the  statement  “Seasoned  with 

- ”,  the  blank  being  filled  in  with  the 

specific  common  name  of  the  substance 
used  as  seasoning. 

(5)  When  any  optional  alkali  ingre¬ 
dient  specified  in  §  163.110  (a)  is  used, 
the  label  shall  bear  the  statement  “Proc¬ 
essed  with  alkali”;  but  in  lieu  of  the  word 
“alkali”  in  such  statement  the  specific 
common  name  of  the  optional  alkali  in¬ 
gredient  may  be  used. 

Label  statements  prescribed  in  para¬ 
graph  (b)  (1)  to  (4),  inclusive,  of  this 
section  may  be  combined,  as  for  exam¬ 
ple,  “With  added  cinnamon,  vanilla,  and 
ethyl  vanillin,  an  artificial  flavoring”. 

§  163.112  Breakfast  cocoa. 

(a)  Breakfast  cocoa,  high  fat  cocoa  is 
the  food  prepared  by  pulverizing  the 
residual  material  remaining  after  part  of 
the  cacao  fat  has  been  removed  from 
groimd  cacsu)  nibs.  It  may  be  spiced, 
fiavored,  or  otherwise  seasoned  with  one 
or  more  of  the  following  optional  ingre¬ 
dients,  other  than  any  such  ingredient 
or  combination  of  ingr^ients  which  im¬ 
parts  a  flavor  that  imitates  the  flavor  of 
chocolate,  milk,  or  butter: 

(1)  Ground  spice. 

(2)  Ground  vanilla  beans;  any  natural 
food  flavoring  oil,  oleoresin,  or  extract. 

•(3)  Vanillin,  ethyl  vanillin,  or  other 
artificial  food  flavoring. 

(4)  Salt. 

Any  optional  ingredient  used  with  the 
cacao  beans,  cacao  nibs,  or  ground  cacao 
nibs  from  which  such  breakfast  cocoa  is 
prepared  shall  be  considered  to  be  an 
optional  ingredient  used  with  such 
breakfast  cocoa.  The  optional  alkali  in¬ 
gredients  specified  for  use  with  cacao 
nibs  in  $  163.110(a)  may  be  used  as  op¬ 
tional  ingredients  with  breakfast  cocoa; 
but  for  each  100  parts  by  weight  of  cacao 
nibs  used  in  preparing  the  breakfast  co¬ 
coa,  the  total  quantity  of  such  alkalis 
used  is  not  greater  in  neutralizing  value 
(calculated  from  the  respective  combin¬ 
ing  weights  of  such  alkalis  used)  -  than  3 
parts  by  weight  of  anhydrous  potassimn 
carbonate.  The  finished  breakfast  cocoa 
contains  not  less  than  22  percent  of 
cacao  fat,  as  determined  by  the  method 
prescribed  under  “Fat  Method  I — OflB- 
cial”  beginning  on  page  202  (Ed.  note, 
10th  edition,  1965,  p.  184,  sec.  12.0221  of 
“OfiBcial  and  Tentative  Methods  of 
Analysis  of  the  Association  of  OfiBcial 
Agricultural  Chemists.”  5th  Ed.,  1940. 

(b)  Wherever  the  name  of  the  food 
appears  on  the  label  so  conspicuously  as 
to  be  easily  seen  under  customary  condi¬ 
tions  of  purchase,  the  statemmts  pre¬ 
scribed  in  this  section,  showing  the  op¬ 
tional  ingredients  used  shall  immediate 
and  conspicuously  precede  or  follow  such 
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name,  witbout  intervening  written, 
print^,  or  graphic  matter: 

(1)  When  the  food  is  seasoned  with  an 
optional  ingredient  specified  in  para¬ 
graph  (a)(1)  of  this  section,  the  label 
shall  bear  the  statement  “Spiced”,  “Spice 
added”,  “With  added  spice”,  “Spiced 

with _ ”,  or  “With  added  _ ”,  the 

blank  being  filled  in  with  the  specific 
commcxi  name  of  the  spice  used. 

(2)  When  the  food  is  fiavored  with  an 

optional  ingredient  specified  in  para¬ 
graph  (a)(2)  of  this  section,  the  label 
shall  bear  the  statement  “Flavored”, 
“Flavoring  added”,  “With  added  fla¬ 
voring”,  “Flavored  with - ”,  “ - 

added”,  or  “With  added _ ”,  the  blank 

being  ^ed  in  with  the  specific  common 
name  of  the  flavoring  used. 

(3)  When  the  food  is  flavored  with  sm 
opti(»ial  ingredient  specified  in  para¬ 
graph  (a)  (3)  of  this  section,  the  label 
shall  bear  the  statement  “Artificially 
flavored”,  “Artificial  flavoring  added”, 
“With  artificial  flavoring”,  “Artificially 

flavored  with _ ”,  or  “With - ,  an 

artificial  flavoring”,  the  blank  being 
filled  in  with  the  specific  common  name 
of  the  artificial  flavoring  used. 

(4)  When  any  optional  alkali  ingre¬ 
dient  specified  in  §  163.110(a)  is  used, 
the  label  shall  bear  the  statement  “Proc¬ 
essed  with  alkali”;  but  in  lieu  of  the 
word  “alkali”  in  such  statement  the  spe¬ 
cific  common  name  of  the  optional  alkali 
ingredient  may  be  used. 

Label  statements  prescribed  by  para¬ 
graph  (b)  (1)  to  (4),  inclusive,  of  this 
section  may  be  combined,  as  for  example, 
“With  added  cinnamon,  vanilla,  and 
ethyl  vanillin,  an  artificial  flavoring”. 

§  163.113  CiM-oii. 

Cocoa,  medium  fat  cocoa  conforms  to 
the  definition  and  standard  of  Identity, 
and  is  subject  to  the  requirements  for 
label  statement  of  optional  ingredients, 
prescribed  for  breakfast  cocoa  by  S  163.- 
112,  except  that  it  contains  less  than  22 
percent  but  not  less  than  10  percent  of 
cacao  fat,  as  determined  by  the  method 
referred  to  in  §  163.112(a). 

§163.114  t'CM'oa. 

Low-fat  cocoa  conforms  to  Uie  defini¬ 
tion  and  standard  of  identity,  and  is  sub¬ 
ject  to  the  requirements  for  label  state¬ 
ment  of  optional  ingredients,  prescribed 
for  breakfast  cocoa  by  i  163.12,  except 
that  it  contains  less  than  10  percent  of 
cacao  fat  as  determined  by  the  method 
referred  to  in  §  163.112(a). 

§  163.1 17  (.AR'oa  with  dioctyl  Modiuiii  sul- 
fosuccinate  for  manufacturing. 

(a)  Cocoa  with  dioctyl  sodium  sul- 
fosuccinate  for  manufacturing  is  the 
food  additive  complying  with  the  provi¬ 
sions  $  172.520  of  this  chapter.  It  con¬ 
forms  to  the  d^inition  and  standard 
of  identity  and  is  subject  to  the  require- 
mmts  for  label  statement  of  optional  in¬ 
gredients  prescribed  for  breakfast  cocoa 
by  S  163.112,  or  for  cocoa  by  9  163.113,  m* 
low-fat  cocoa  by  1 163.114,  e;tcept  that 
the  food  additive  contains  dioctyl  sodium 
sulfosuccinate  (complying  with  the  re- 
quiranents  of  9  172.810  oT  this  chS4>ter 


including  the  limit  of  not  more  than  0.4 
percent  by  weight  of  the  finished  food 
additive) . 

(b)  The  name  of  the  food  additive  is 
“cocoa  with  dioctyl  sodium  sulfosucci¬ 
nate  for  manufacturing”  to  which  is 
added  any  modifier  of  the  w’ord  “cocoa” 
required  by  the  definition  and  standard 
of  identity  to  which  the  food  additive 
otherwise  conforms.  When  the  food 
additive  is  used  in  a  fabricated  food,  the 
words  “for  manufacttiring”  may  be 
omitted  from  any  declaration  of  in¬ 
gredients  required  under  $  101.4  of  this 
chapter. 

§  163.123  Sweet  ehoeolnle. 

(a)  Sweet  chocolate,  sweet  chocolate 
coating  is  the  solid  or  semiplastic  food 
the  ingredients  of  which  are  intimately 
mixed  and  ground,  prepared  from  choco¬ 
late  liquor  (with  or  without  the  addition 
of  cacao  fat)  sweetened  with  (xie  of  the 
optional  saccharine  ingredients  specified 
in  paragraph  (b)  of  this  section.  It  may 
be  spiced,  fiavored,  or  otherwise  seasoned 
with  (me  or  more  of  the  cmtional  ingredi¬ 
ents  specified  in  paragraph  (c)  of  this 
section,  other  than  any  such  ingredient 
or  combination  of  ingredients  which  im¬ 
parts  a  flavor  that  imitates  the  flavor 
of  ch<XM)late,  milk,  or  butter.  One  o2  the 
optional  emulsifying  ingredients  or  (xxn- 
binations  of  ingredients  specified  in 
paragraph  (d)  of  this  section  may  be 
used,  subject  to  the  conditions  therein 
prescribed.  One  or  more  of  the  optional 
dairy  Ingredients  specified  in  paragrafdi 
(e)  of  this  section  may  be  us^  in  such 
quantity  that  the  finished  sweet  choco¬ 
late  c<mtains  less  than  12  percent  by 
weight  of  milk  constituent  solids.  If 
chocolate  liquor  with  any  optional  in¬ 
gredient  specified  in  9  163.111  <a)  is  used, 
such  ingr^ient  shall  be  considered  to  be 
an  optional  ingredient  used  with  the 
sweet  ch<x;olate.  The  finished  sweet 
chocolate  contains  not  less  than  15  per¬ 
cent  by  weight  of  cluxxtlate  liquor,  cal¬ 
culated  by  subtracting  from  the  weight 
of  chocolate  liquor  used  the  weight  of 
cacao  fat  therein  and  the  weights  therein 
of  alkali  and  seasoning  ingredients,  if 
any,  multiplying  the  remainder  by  2.2, 
dividing  the  result  by  the  weight  of  the 
finished  sweet  chocolate,  and  multiply¬ 
ing  the  quotient  by  100.  Bittersweet 
ch(xx>late  is  sweet  ch<M:olate  which  (xm- 
tains  not  less  than  35  percent  by  weight 
of  chocolate  liquor,  calculated  in  the 
same  manner. 

lb)  The  optional  sacchanne  ingredi¬ 
ents  referred  to  in  paragraph  la)  of  this 
section  are: 

(1)  Sugar,  or  partly  refined  cane 
sugar,  or  both. 

(2)  Any  mixture  of  dextrose  and  sugar 
or  partly  refined  cane  sugar  or  both  in 
wdiich  the  weight  of  the  solids  of  the 
dextrose  used  is  not  more  than  one-third 
of  the  total  weight  of  the  solids  of  aU 
the  saixharine  ingredients  used. 

(3)  Any  mixture  of  dried  com  sirup 
or  dried  glucose  sirup  and  sugar  or  partly 
refined  cane  sugar  or  both  in  which  the 
weight  of  the  solids  of  the  dried  com 
sirup  or  dried  glucose  sirup  used  is  not 
more  than  <me-fourth  oi  the  total  weight 


of  the  solids  of  all  the  saccharine  ingre¬ 
dients  used. 

(4)  Any  mixture  of  dextrose  and  dried 
com  sirup  or  dried  glucose  sirup  and 
sugar  or  partly  refined  cane  sugar  or 
both  in  which  three  times  the  weight  of 
the  solids  of  the  dextrose  used  plus  four 
times  the  weight  of  the  solids  of  the  dried 
com  sirup  or  of  the  solids  of  the  dried 
glucose  sirup  used  is  not  more  than  the 
total  weight  oi  the  solids  of  all  the  sac¬ 
charine  ingredients  used. 

(c)  Ihe  optional  ingredients  for  spic¬ 
ing,  flavoring,  or  otherwise  seasoning  re¬ 
fer^  to  in  paragraph  la)  of  this  sec¬ 
tion  are: 

<  1 )  Ground  spice. 

(2)  Ground  vanilla  beans;  any  nautral 
food  flavoring  oil  or  (deoresin  or  extract. 

(3)  Groimd  coffee. 

(4)  Ground  nut  meats. 

(5)  H(mey,  molasses,  brown  sugar, 
maple  sugar. 

(6)  Dried  malted  cereal  extract. 

(7)  Salt. 

(8)  Vanillin,  ethyl  vanillin,  or  other 
artificial  f(xxl  flavoring. 

Id)  The  optional  emulsifying  ingre¬ 
dient  or  ccxnldnatkxi  of  ingredients  re¬ 
ferred  to  in  paragraph  (a)  of  this  sec¬ 
tion  is; 

(1)  Lecithin,  with  or  without  related 
natural  phosphatldes,  in  an  amount  not 
to  exceed  0.5  percent  by  weight  of  the 
finished  f(xxl  (with  or  without  a  vege¬ 
table  fcxxl  fat  (Xirrler  in  an  amoimt  not 
to  exceed  two-thirds  of  the  weight  of  the 
emulsifying  ingredient  used) ;  or 

(2)  Monoglycerides  and  diglycerides 
of  fat-forming  fatty  acids  in  combina¬ 
tion  with  mono6(xlium  phosphate  deriva¬ 
tives  thereof,  in  an  amount  not  to  exceed 
0.5  percent  of  the  weight  of  the  finished 
food  (with  or  without  a  vegetable  food 
fat  carrier  in  an  amount  not  to  exceed 
two-thirds  of  the  weight  of  the  emulsi- 
fving  ingredient  used) ;  or 

<3)  Sorbitan  monostearate,  comply¬ 
ing  with  the  requirmients  of  §  172.842  of 
this  chapter,  in  an  amount  not  to  ex¬ 
ceed  1  percent  of  the  weight  of  the  fin¬ 
ished  food;  or 

(4)  Polysorbate  60,  complying  with 
the  requirements  of  9  172.836  of  this 
chapter,  in  an  amotmt  not  to  exceed  0.5 
percent  of  the  weight  of  the  finished 
food;  or 

(5)  Any  combination  of  two  or  more 
of  the  foregoing -each  within  the  limits 
prescribed  in  paragraph  (d)  (1),  (2), 

(3).  and  (4)  of  this  sectiem  provided 
that  the  total  quantity  of  any  two  or  all 
three  of  the  emulsifiers  specified  in  para¬ 
graph  (d)  (2),  (3),  and  (4)  of  this  sec- 
ti(Hi  does  not  exceed  1  percent  by  weight 
of  the  finished  f(x>d  and  the  total  quan¬ 
tity  of  the  emulsifiers  specified  in  para¬ 
graph  (d)  (1)  and  (2)  of  this  section 
does  not  exceed  0.5  percent  of  the  weight 
of  the  finished  fcxxl. 

(e)  Ihe  opticmal  dairy  ingredients  re¬ 
ferred  to  in  paragraph  (a)  of  this  section 
are: 

( 1 )  Cream,  milk  fat,  butter. 

(2)  MUk,  concentrated  milk,  evapo¬ 
rated  milk,  sweetened  condensed  milk, 
dried  milk. 
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(3)  Skim  milk,  cmcentrated  skim 
milk,  evap>orated  skim  milk,  sweetened 
condensed  skim  milk,  nonfat  drj'  milk. 

(4)  Concentrated  buttermilk,  dried 
buttermilk. 

^5)  Malted  milk. 

<f)  For  the  purpose  of  this  section: 

n)  The  term  “dextrose”  means  the 
anhydrous  refined  monosaccharide  ob¬ 
tained  from  hydrolyzed  starch. 

(2)  The  term  “dried  com  sirup”  means 
the  product  obtained  by  drying  incom¬ 
pletely  hydrolsrzed  cornstarch;  its  solids 
contain  not  less  than  40  percent  by 
weight  of  reducing  sugars  calculated  as 
anhydrous  dextrose. 

(3>  The  term  “dried  glucose  sirup” 
means  the  product  obtained  by  drying 
“glucose  sirup”.  “Glucose  sirup”  is  a 
clarified,  concentrated,  aqueous  solu¬ 
tion  of  the  products  obtained  by  the  in¬ 
complete  hydrolysis  of  any  edible  starch. 
The  solids  of  glucose  sirup  contain  not 
less  than  40  percent  by  weight  of  reduc¬ 
ing  sugars  calculated  as  anhydrous  dex¬ 
trose. 

(g)  “Semisweet  chocolate”,  “bitter¬ 
sweet  chocolate”,  “semisweet  chocolate 
coating”,  and  “bittersweet  chocolate 
coating”  are  alternate  names  for  sweet 
chocolate  which  contains  not  less  than 
the  minimum  quantity  of  chocolate  liq¬ 
uor  prescribed  for  bittersweet  chocolate 
by  paragraph  (a)  of  this  section. 

(h)  Wherever  the  name  of  the  food 
appesus  on  the  label  so  conspicuously 
as  to  be  easily  seen  under  cust<Hnary 
conditions  of  purchase,  the  statements 
prescribed  in  this  paragraph  showing  the 
optional  ingredients  used  shall  immedi¬ 
ately  and  conspicuously  precede  or  fol¬ 
low  such  name,  without  intervening 
written,  printed,  or  graphic  matter: 

(1)  When  the  food  is  flavored  with 
an  optional  ingredient  specified  in  para¬ 
graph  (c)  (8)  of  this  secticm,  the  label 
shall  bear  the  statement  “Artificially 
flavored”,  “Artificial  flavoring  added”, 
“With  artificial  flavoring”,  “Artificially 

flavored  with _ ”,  or  “With 

_ ,  an  artificial  flavoring”,  the 

blank  being  filled  in  with  the  specific 
common  name  of  the  artificial  flavoring 
used. 

(2)  When  an  optional  emulsifying  in¬ 
gredient  or  combination  of  ingredients 
specified  in  paragraph  (d)  of  this  section 
is  used,  the  label  shall  bear  the  state¬ 
ment  “Eknulsifler  added”,  “With  added 

emulsifier”,  or  “ _ added  as 

(an)  emulsifier(s)”,  the  blank  being  filled 
in  with  the  common  name(s)  of  the 
emulsifier(s)  used. 

(3)  When  any  optional  alkali  ingredi¬ 
ent  specified  in  S  163.110(a)  is  used,  the 
label  shall  bear  the  statement  “Processed 
with  alkali”,  buj  in  lieu  of  the  word  “al¬ 
kali”  in  such  statement  the  specific  com¬ 
mon  name  of  the  optional  alkali  ingredi¬ 
ent  may.be  used. 

In  cases  where  two  or  more  of  the  state¬ 
ments  set  forth  in  this  paragrsq>h  are 
required,  such  statements  may  be  com¬ 
bined  in  a  manner  which  is  appropriate 
and  not  misleading. 

§  163.130  Milk  chocolate. 

(a)  Milk  chocolate,  sweet  milk  choco¬ 
late,  milk  chocolate  coating,  sweet  milk 
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chocolate  coating  is  the  solid  or  semi- 
plastic  food  the  ingredients  of  which 
are  intimately  mixed  and  ground,  pre¬ 
pared  from  chocolate  liquor  (with  or 
without  the  addition  of  cacao  fat)  and 
one  or  more  of  the  optional  dairy  ingredi¬ 
ents  specified  in  paragraph  (b)  of  this 
section,  sweetened  with  one  of  the  op¬ 
tional  saccharine  ingredients  specified 
in  §  163.123  (b)  and  (f).  It  may  be  spiced, 
flavored,  or  otherwise  seasoned  with  one 
or  more  of  the  optional  ingredients  spec¬ 
ified  in  paragraph  (c)  of  this  section, 
other  than  any  such  ingredient  or  com¬ 
bination  of  ingredients  which  imparts  a 
flavor  that  imitates  the  flavor  of  choco¬ 
late,  milk,  or  butter.  One  of  the  optional 
emulsifying  ingredients  or  combinations 
of  ingredients  specified  in  paragraph  (d> 
of  this  section  may  be  used,  subject  to 
the  conditions  therein  prescribed.  If 
chocolate  liquor  with  any  optional  ingre¬ 
dient  specified  in  §  163.111(a>  is  used, 
such  ingredient  shall  be  considered  to  be 
•  an  optional  ingredient  used  with  the  milk 
chocolate.  The  finished  milk  chocolate 
contains  not  less  than  3.66  percent  by 
weight  of  milk  fat,  not  less  than  12  per¬ 
cent  by  weight  of  milk  solids,  and  not 
less  than  10  percent  by  weight  of  choco¬ 
late  liquor  as  calculated  by  subtracting 
from  the  weight  of  chocolate  liquor  used 
the  weight  of  cacao  fat  therein  and  the 
weights  therein  of  alkali  and  seasoning 
ingredients,  if  any,  multiplying  the  re¬ 
mainder  by  2.2,  dividing  the  result  by  the 
weight  of  the  finished  milk  chocolate,  and 
multiplying  the  quotient  by  100. 

(b)  The  optional  dairy  ingredients  re¬ 
ferred  to  in  paragraph  (a)  of  this  section 
are  milk,  concentrated  milk,  evaporated 
milk,  sweetened  condensed  milk,  dried 
milk,  butter,  milk  fat,  cream,  skim  milk, 
concentrated  skim  milk,  evaporated  skim 
milk,  sweetened  condensed  skim  milk, 
and  nonfat  dry  milk;  but  in  any  such 
ingredient  or  combination  of  two  or  more 
of  such  ingredients  used,  the  weight  of 
nonfat  milk  solids  is  not  mcwe  than  2.43 
times  and  not  less  than  1.20  times  the 
weight  of  milk  fat  therein. 

(c)  The  optional  Ingredients  for 
spicing,  flavoring,  or  otherwise  seasoning 
referred  to  in  jxiragraph  (a)  of  this 
section  are: 

(1)  Ground  spice. 

(2)  Ground  vanilla  beans;  any  natural 
food  flavoring  oil  or  oleoresin  or  extract. 

(3)  Ground  coffee. 

(4)  Ground  nut  meats. 

(5)  Honey,  molasses,  brown  sugar, 
maple  sugar. 

(6)  Dried  malted  cereal  extract. 

(7)  Salt. 

(8)  Vanillin,  ethyl  vanillin,  or  other 
artificial  food  flavoring. 

(d)  The  optional  emulsifying  ingre¬ 
dient  or  combination  of  ingredients  re¬ 
ferred  to  in  paragraph  (a)  oi  this  secticm 
is: 

(1)  Lecithin,  with  or  without  related 
natural  phosphatides,  in  an  amount  not 
to  exceed  0.5  percent  by  wei^t  of  the 
finished  food  (with  or  without  a  vege¬ 
table  food  fat  carrier  in  an  amount  not 
to  exceed  two-thirds  of  the  weight  of  the 
emulsifying  ingredient  used);  or 

(2)  Mcmoglycerldes  and  digdycerides 
of  fat-forming  fatty  acids  in  combina- 
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ticm  with  monosodium  phosphate  deriva¬ 
tives  thereof,  in  an  amount  not  to  exceed 
0.5  percent  of  the  weight  of  the  finished 
food  (with  or  without  a  vegetable  food 
fat  carrier  in  an  amount  not  to  exceed 
two-thirds  of  the  weight  of  the  emulsi¬ 
fying  ingredient  used) ;  or 

(3)  Sorbitan  monastearate,  complying 
with  the  requirements  of  jf  172.842  of 
this  chapter,  in  an  amount  not  to  exceed 
1  percent  of  the  weight  of  the  finished 
food:  or 

<4)  Polysorbate  60,  complying  with 
the  requirements  of  $  172.836  of  this 
chapter,  in  an  amount  not  to  exceed  0.5 
percent  of  the  weight  of  the  finished 
food;  or 

<5)  Any  combination  of  two  or  more 
of  the  foregoing  each  within  the  limits 
prescribed  in  paragraph  (d)  (1),  (2), 

(3),  and  (4)  of  this  section  provided  that 
the  total  quantity  of  any  two  or  all  three 
of  the  emulsifiers  specified  in  paragraph 
(d)  (2),  (3),  and  (4)  of  this  section  does 
not  exceed  1  percent  by  weight  of  the 
finished  food  and  the  total  quantity  of 
the  emulsifiers  specified  in  paragraph 
(d)  (1)  and  (2)  of  this  section  does  not 
exceed  0.5  percent  of  the  weight  of  the 
finished  food. 

(e)  Wherever  the  name  of  the  food 
appears  on  the  label  so  conspicuously  as 
to  be  easily  seen  under  customary  con¬ 
ditions  of  purchase,  the  statements  pre¬ 
scribed  in  this  paragraph  showing  the 
optional  ingredients  used  shall  immedi¬ 
ately  and  conspicuously  precede  or  follow 
such  name,  without  intervening  written, 
printed,  or  graphic  matter: 

( 1 )  When  the  food  is  flavored  with  an 
optional  ingredient  specified  in  para¬ 
graph  (c)(8)  of  this  section,  the  label 
shall  bear  the  statement  “Artificially 
flavored”,  “Artificial  flavoring  added”, 
“With  artificial  flavoring”,  “Artificially 

flavored  with  _ ”,  or  “With 

- -  an  artificial  flavoring”,  the 

blank  being  filled  in  with  the  specific 
common  name  of  the  artificial  flavoring 
used. 

(2)  When  an  optional  emulsifying 

ingredient  or  combination  of  ingredients 
specified  in  paragraph  (d)  of  this  section 
is  used,  the  label  shall  bear  the  statement 
“Emulsifier  added”,  “With  added  emulsi¬ 
fier”,  or  “ _ added  as  (an) 

emulsifier  (s)  ”,  the  blank  being  filled  in 
with  the  common  name(s)  of  the  emulsi¬ 
fier  (s)  used. 

'  (3)  When  any  optional  alkali  in¬ 
gredient  specified  in  $  163.110(a)  is  used, 
the  label  shall  bear  the  statement  “Proc¬ 
essed  with  alkali,”  but  in  lieu  of  the 
word  “alkali”  in  such  statement  the  spe¬ 
cific  common  name  of  the  optional  alkali 
ingredient  may  be  used. 

In  cases  where  two  or  more  of  the  state¬ 
ments  set  forth  in  this  paragraph  are 
required,  such  statements  may  be  com¬ 
bined  in  a  manner  which  is  appropriate 
and  not  misleading. 

§  163.133  Bullennilk  rhocokilc. 

Buttermilk  chocolate.  buttermilk 
choctdate  coating  conforms  to  the  defini- 
ti<m  and  standard  of  Identity,  and  Is  sub¬ 
ject  to  the  requirements  for  label  state¬ 
ment  of  optional  ingredients,  prescribed 
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for  milk  chocolate  by  S  163.130.  except 
that: 

(a)  The  dairy  Ingredients  used  are 
limited  to  sweet  cream  buttermilk,  o<Hi- 
centrated  sweet  cream  buttermilk,  dried 
sweet  cream  buttermilk,  or  any  combina¬ 
tion  of  two  or  all  of  these. 

(b)  The  finished  buttermilk  chocolate 
contains  less  than  3.66  percent  by  weight 
of  milk  fat  and.  Instead  of  milk  solids. 
It  ccmtalns  not  less  than  12  percent  by 
weight  of  sweet  cream  buttermilk  solids. 

§  163.140  Skim  milk  ''horolate. 

Skim  milk  chocolate,  sweet  skim 
milk  chocolate,  skim  milk  chocolate  coat¬ 
ing,  sweet  skim  milk  chocolate  coating 
conforms  to  the  definition  and  standard 
of  identity,  and  Is  subject  to  the  re<iulre- 
ments  for  label  statement  of  optional  In¬ 
gredients,  prescribed  for  milk  chocolate 
by  i  163.130,  except  that: 

(a)  The  dairy  Ingredients  used  are 
limited  to  skim  milk,  concentrated  skim 
milk,  evaporated  skim  milk,  sweetened 
condensed  skim  milk,  nonfat  dry  milk, 
and  any  combination  of  two  or  more  of 
these. 

(b)  The  finished  skim  milk  chocolate 
contains  less  than  3.66  percent  by  weight 
of  milk  fat  and.  Instead  of  milk  solids. 
It  contains  not  less  than  12  percent  by 
weight  of  skim  milk  solids. 

§  163.145  Mixed  dairy  product  choco¬ 
lates. 

(a)  The  articles  for  which  definitions 
and  standards  of  Identity  are  prescribed 
by  this  section  are  the  foods  each  of 
iriilch  conforms  to  the  definition  and 
standard  of  Identity,  and  Is  subject  to  the 
requirements  for  label  statement  of 
tlonal  Ingredients,  prescribed  -for  milk 
chocolate  by  8  163.130,  except  that: 

(1)  The  dairy  Ingrklirat  used  In  each 
such  article  is  a  mixture  two  or  more 
of  the  following  four  components: 

(1)  Any  dairy  Ingredient  or  combina¬ 
tion  of  such  Ingredients  specified  In 
8  163.130(b)  which  Is  within  the  limits  of 
the  ratios  specified  therein  for  nonfat 
milk  solids  to  milk  fat. 

(II)  One  or  more  of  the  five  skim  milk 
Ingredients  specified  In  8  163.140. 

(III)  One  or  more  the  three  sweet 
cream  buttermilk  ingredients  specified  In 
8  163.135. 

(Iv)  Malted  milk. 

(2)  Each  of  the  finished  articles  may 
contain  less  than  3.66  percent  by  weight 
of  milk  fat  and,  instead  of  milk  solids.  It 
contidns  not  1^  than  12  percent  by 
weight  of  milk  constituent  solids  of  the 
components  used.  The  quantity  each 
component  iised  in  any  such  mixture  is 
such  that  no  component  contributes  less 
than  one-third  of  the  weight  of  milk  con¬ 
stituent  solids  contributed  by  that  com¬ 
ponent  used  in  largest  proportion.  When 
any  such  mixture  Is  of  components  (1) 
and  (11)  of  paragraph  (a)(1)  of  this  sec¬ 
tion,  the  quantity  of  nonfat  milk  solids 
in  such  mixture  Is  more  than  2.43  times 
the  quantity  of  milk  fat  therein.  For  the 
purposes  of  paragraph  (b)  of  this  section, 
the  deslgnatlcm  of  each  of  the  compon¬ 
ents  listed  above  is  respectively  “MOk'*, 
“Skim  mUk”,  “Buttermilk*',  and  “Malt¬ 
ed  milk”. 


(b)  The  name  of  each  such  article  Is 
“Chocolate’'  or  “Chocolate  coating”  pre¬ 
ceded  by  the  deslgnatlMis  prescribed  by 
paragnqih  (a)  of  this  sectlcm  for  each 
cmnponent  of  the  dairy  Ingredients  used, 
such  designations  appearing  in  the  order 
of  predominance,  if  any,  of  the  weight 
of  milk  constituent  solids  in  each  such 
compmient,  (e.g.,  “Milk  and  skim  milk 
chocolate”) . 

§  163.150  .Sweot  cocoa  and  vegetable  fat 
(other  than  caeao  fat)  coating. 

Sweet  cocoa  and  vegetable  fat  (other 
than  cacao  fat)  coating  conforms  to 
the  definition  and  standard  of  Identity, 
and  Is  subject  to  the  requirements  for 
label  statement  of  optional  Ingredients, 
prescribed  for  sweet  chocolate  by 
8  163.123,  except  that: 

(a)  In  its  preparation  cocoa  Is  used, 
instead  of  chocolate  liquor.  In  such  quan¬ 
tity  that  the  finished  food  contains  not 
less  than  6.8  percent  by  weight  of  the 
nonfat  cacao  portion  of  such  cocoa,  cal¬ 
culated  by  subtracting  from  the  weight 
of  cocoa  used  the  weight  of  cacao  fat 
therein  and  the  weight  therein  of  alkali 
and  seasoning  Ingredients,  If  any,  di¬ 
viding  the  remainder  by  the  wel^t  of 
the  finished  food,  and  mxiltlplylng  the 
quotient  by  100.  (For  the  purposes  of 
this  section,  the  term  “cocoa”  means 
brrakfast  cocoa,  cocoa,  low-fat'cocoa,  or 
any  mixture  (rf  two  or  more  of  theM.) 

(b)  In  Its  preparation  Is  added  one  or 
any  ccxnblnatlon  of  two  or  more  vege¬ 
table  food  oils,  vegetable  food  fats,  or 
vegetable  food  stearins,  other  than  ca¬ 
cao  fat,  which  oil,  fat,  stearin,  or  com¬ 
bination  has  a  melting  p<^t  higher  than 
that  of  cacao  fat.  Any  such  oil  or  fat 
may  be  hydrogenated. 

(c)  The  requironent  of  8  163.123(a) 
that  the  milk  constituent  solids  be  less 
than  12  percoit  by  weight  does  not  apply. 

§  163.153  Sweet  choeohite  and  vegetable 
fat  (otber  than  cacao  fat)  coating. 

(a)  Sweet  chocolate  and  vegetable  fat 
(other  than  cacao  fat)  coating  conforms 
to  the  definition  and  standard  of  iden¬ 
tity,  and  is  subject  to  the  requlr^ents 
for  label  statemoit  of  optional  Ingre¬ 
dients,  prescribed  for  sweet  chocc^ate  by 
8  163.123,  except  that: 

(1)  In  its  preparation  there  is  added 
one  or  any  combination  of  two  or  more 
vegetable  food  oils  or  vegetable  food  fats, 
other  than  cacao  fat.  which  oil,  fat,  or 
combination  may  be  hydrogenated  and 
which  has  a  melting  point  lower  than 
that  of  cacao  fat. 

(2)  Of  the  emulsifying  Ingredients  and 
combinations  of  ingredients  listed  in 
8  163.123(d).  only  the  ingredients  spec¬ 
ified  in  8  163.123(d)  (1)  and  (2),  alone 
or  in  combination,  may  be  used  subject 
to  the  limitation  that  the  total  qiumtlty 
of  these  ingredients  does  not  exceed  0.5 
percent  by  weight  of  the  finished  food. 

(b)  The  provisions  of  this  section  shall 
not  be  construed  as  applicable  to  any 
article  by  reason  of  the  addition  thereto 
of  a  vegetable  food  fat  other  than  cacao 
fat  as  a  carrier  of  emi^lfying  ingre¬ 
dients.  as  authorised  and  within  the 
limits  prescribed  by  8  163  123(d)  (1) 
and  (2). 


8  163.155  MUk  eheicolate  and  vegetable 
fat  (other  tban  caeao  fat)  coating. 

(a)  Milk  chocolate  and  vegetable  fat 
(other  than  cacao  fat)  coating,  sweet 
milk  chocolate  and  vegetable  fat  (other 
than  cacao  fat)  coating  conforms  to  the 
definition  and  standard  of  identity,  and 
is  subject  to  the  requirements  for  label 
statement  of  optional  ingredients,  pre¬ 
scribed  for  milk  chocolate  by  §  163.130, 
except  that: 

(1)  In  its  preparation  there  is  added 
one  or  any  combination  of  two  or  more 
vegetable  food  oils  or  vegetable  food 
fats,  other  than  cacao  fat,  which  oil,  fat. 
or  cmnbination  may  be  hydrogenated 
and  which  has  a  melting  point  lower 
than  that  of  cacao  fat. 

(2)  Of  the  emulsifying  ingredients  and 
c(Hnbinations  of  ingredients  lisUd  in 
8  163.130(d),  only  the  ingredients  speci¬ 
fied  in  8  163.130(d)  (1)  and  (2),  alone  or 
in  ccNnbinatlon.  may  be  used  subject  to 
the  limitation  that  the  total  quantity  of 
these  ingredients  does  not  exceed  O.d 
percent  by  weight  of  the  finished  food 

(b)  The  provisions  of  this  section  shall 
not  be  construed  as  applicable  to  any 
article  by  reason  of  the  addition  thereto 
of  a  vegetable  food  fat  other  than  cacao 
fat  as  a  carrier  of  emulsifying  ingre¬ 
dients,  as  authorised  and  within  the 
limits  prescribed  by  8  163.130(d)  (.1>  and 
(2). 


PART  164— TREE  NUT  AND  PEANUT 

PROouerrs 

Subpart  A— {Rasarvadl 

Subpart  B  Uaqulramanti  for  Spacific 
Standardtaod  Traa  Nut  anS  Paanut  Product* 

164.110  Mixed  nuts. 

164.130  Shelled  nuts  in  rigid  or  semingHl 
containers. 

164.160  Peanut  butter. 

Axtthobitt:  Sees.  401,  701,  62  Stat.  1046  an 
amended,  1066-1086  as  amended  by  70  Stat 
•19.  73  Stat.  948  (31  UA.C.  341,  S71). 

Subpart  A — [Reserved] 

Subpart  B — Requirements  for  Specific 
Standardized  Tree  Nut  and  Peanut 
Products 

§  164.110  Mixed  nula. 

(a)  Mixed  nuts  is  the  food  consisting 
of  a  mixture  of  four  or  more  of  the  op¬ 
tional  shelled  tree  nut  ingredients,  with 
or  without  one  or  more  of  the  optional 
shelled  peanut  ingredients,  of  the  kinds 
prescribe  by  paragraph  (b)  of  this  sec¬ 
tion;  except  that  when  2  ounces  or  less 
of  the  food  is  packed  in  transparent  con¬ 
tainers,  three  or  more  of  the  optional  tree 
nut  ingredients  shall  be  present.  Each 
such  kind  of  nut  ingredient  when  used 
shall  be  present  in  a  quantity  not  less 
than  2  percent  and  not  more  than  80 
percent  by  weight  of  the  finished  food. 
For  purposes  of  this  section,  each  kind 
of  tree  nut  and  peanut  is  an  optional  in¬ 
gredient  that  may  be  prepared  by  any 
suitable  method  in  accordance  with  good 
manufacturing  practice.  The  finished 
food  may  contain  one  or  more  of  the 
(Vtional  nonnut  ingredients  provided  for 
in  paragraph  (c)  of  this  section. 
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(b)  The  optional  shelled  nut  ingredi¬ 
ents  referred  to  in  paragraph  (a)  of  this 
section  are: 

(1)  Almonds,  black  walnuts,  Brazil 
nuts,  cashews,  English  walnuts  (alterna¬ 
tively  “walnuts”),  filberts,  pecans,  and 
other  suitable  kinds  of  tree  nuts. 

(2)  Peanuts  of  the  Spanish,  Valencia, 
Virginia,  or  similar  varieties,  or  any  com- 
binaticxi  of  two  or  more  such  varieties. 

(c)  The  optional  nonnut  ingredients 
referred  to  in  paragraph  (a)  of  this  sec¬ 
tion  consist  of  suitable  substances  that 
are  not  food  additives  as  defined  in  sec¬ 
tion  201  (s)  of  the  Federal  Food,  Drug, 
and  Cosmetic  Act;  or  if  they  are  food 
additives  as  so  detoed,  they  are  used  in 
conformity  with  regulations  established 
pursuant  to  section  409  of  the  act.  Non¬ 
nut  ingredients  that  perform  a  useful 
function  are  regarded  as  suitable,  except 
that  color  additives  are  not  suitable  in¬ 
gredients  of  the  food. 

(d)  The  name  of  the  food  is  “mixed 
nuts”.  If  the  percentage  of  a  single  tree 
nut  ingredient  or  the  total  peanut  con¬ 
tent  by  weight  of  the  finished  food  ex¬ 
ceeds  50  percent  but  not  60  percent,  the 

statement  “contains  up  to  60% - ” 

or  “contains  60%  - ”  or  “60% 

_ ”  shall  immediately  follow  the 

name  “mixed  nuts”  and  shall  appear  on 
the  same  background,  be  of  the  same 
color  or,  in  the  case  of  multicolors,  in  the 
color  showing  distinct  contrast  with 
the  background,  and  be  in  letters  not  less 
than  one-half  the  height  of  the  largest 
letter  in  the  words  “mixed  nuts”.  The 
blank  is  to  be  filled  in  with  the  appro¬ 
priate  name  of  the  predominant  nut  in-, 
gredient;  for  example,  “contains  up  to 
60%  pecans”  or  “contains  up  to  60% 
Spanish  peanuts”.  The  numbers  “70”  or 
“80”  shall  be  substituted  for  the  num¬ 
ber  “60”  when  the  percentage  of  the  pre¬ 
dominant  nut  ingredient  exceeds  60  but 
not  70,  or  exceeds  70  but  not  80,  respec¬ 
tively.  Compliance  with  the  requirements 
for  percentage  of  nut  ingredients  of  this 
section  and  the  fill  of  container  require¬ 
ments  of  §  164.120(c)  will  be  determined 
by  the  following  procedure: 

(1)  Take  at  random  from  a  lot.  in  the 
case  of  containers  bearing  a  weight  dec¬ 
laration  of  16  ounces  or  less,  at  least 
24  containers,  and  for  containers  bear¬ 
ing  a  weight  declaration  of  more  than  16 
t>unces,  enough  containers  to  provide  a 
total  quantity  of  at  least  24  poimds  of 
nuts. 

(2)  If  compliance  with  §  164.120(c) 
is  to  be  determined,  first  follow  the  pro¬ 
cedure  set  forth  therein. 

(3)  Determine  the  percent  by  weight 
of  each  nut  ingredient  present  in  each 
container  separately.  Calculate  the  av¬ 
erage  percentage  of  each  nut  Ingredient 
present.  If  the  average  percent  found 
for  each  nut  ingredient  present  is  2  per¬ 
cent  or  more  and  none  of  the  Individual 
nut  ingredients  exceeds  80  percent  by 
weight  of  the  finished  food,  the  lot  will 
be  deemed  to  be  In  compliance  with  the 
percentage  requirements  of  paragraph 
(a)  of  this  section.  If  the  average  per¬ 
cent  found  tor  a  slngde  nut  Ingredient 
exceeds  50  percoxt  by  weight  of  the 
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finished  food  and  the  average  percent 
found  is  within  the  range  Indicated  by 
the  number  declared  on  the  lab^  in  ac¬ 
cordance  with  this  paragraiA,  the  lot 
will  be  deemed  to  be  In  ccMnpliance  with 
the  labeling  requirements  of  this  para¬ 
graph. 

(e)  Optional  nut  ingredients  and  op¬ 
tional  nonnut  ingredients  used  in  the 
food,  as  provided  for  In  paragraphs  (b) 
and  (c)  of  this  section,  shall  be  declared 
on  the  label  by  their  common  names  in 
the  order  of  decreasing  predominance  by 
weight  except  that: 

(1)  If  the  Spanish  variety  of  [>eanuts 
is  used,  it  shall  be  declared  as  “Spanish 
peanuts”.  Other  varieties  of  peanuts 
shall  be  declared  as  “peanuts”,  or  alter¬ 
natively  “ -  peanuts”,  the 

))lank  being  filled  in  with  the  varietal 
name  of  the  peanuts  used. 


(2)  If  the  [>eanut  ingredient  or  in¬ 
gredients  as  provided  for  in  paragraph 
(b)(1)  of  this  section  are  unblanched, 
the  label  shall  show  that  fact  by  such 
statement  as  “Peanuts  unblanched”, 
“Peanuts  skins  on,”  or  words  of  similar 
import,  unless  the  vignette  clearly  depicts 
peanuts  with  skins  on. 

(3)  Vegetable  oils  used  shall  be  de¬ 

clared  by  the  words  “Vegetable  oil”  or 
“Hydrogenated  vegetable  oil”,  or  alter¬ 
natively  “ _ oil”,  or  “Hydro¬ 
genated  - oil”,  as  the  case 

may  be,  the  blank  being  filled  in  with  the 
name  or  names  of  the  vegetable 
source(s)  of  the  oil.  For  the  purposes  of 
this  section,  hydrogenated  vegetable  oil 
shall  be  considered  to  include  partially 
hydrogenated  vegetable  oil. 


(4)  When  antioxidant  preservatives 
are  used  in  the  finished  foixl,  the  label 

shall  bear  the  statement  “ _ 

added  as  a  preservative”  or  “ _ 

added  to  inhibit  rancidity”,  the  blank 
being  filled  in  with  the  name  or  names 
of  the  preservative(s)  iised. 


(f)  The  words  and  statements  speci¬ 
fied  in  paragraph  (e)  of  this  section 
showing  the  optional  ingredients  pres¬ 
ent  shall  be  listed  on  the  principal  dis¬ 
play  panel  or  panels  or  any  appropriate 
information  panel  without  obscuring  de¬ 
sign,  vignettes,  or  crowding.  The  dec¬ 
laration  shall  appear  in  conspicuous  and 
easily  legible  letters  of  boldface  print  or 
type  the  size  of  which  shall  be  not  less 
than  one-half  of  that  required  by  Part 
101  of  this  chapter  for  the  statement  of 
net  quantity  of  cont«its  appearing  on 
the  label,  but  in  no  case  less  than  one- 
sixteenth  of  an  inch  in  height.  The  en¬ 
tire  ingredient  statement  shall  apjpear  on 
at  least  one  panel  of  the  label.  If  the 
label  bears  any  pictorial  representation 
of  the  mixture  of  nuts,  it  shall  depict  the 
relative  proportions  of  the  nut  Ingredi¬ 
ents  of  the  food.  If  the  label  bears  a  pic¬ 
torial  representation  of  only  one  of  each 
nut  ingredient  present,  the  nuts  shall  be 
deleted  in  the  order  at  decreasing  pre¬ 
dominance  by  weight.  A  factual  state¬ 
ment  that  the  food  does  not  contain  a 
particular  nut  ingredient  or  ingredients 
may  be  shown  on  the  label  if  the  state¬ 
ment  is  not  misleading  and  does  not  re¬ 
sult  in  an  insufficiency  of  label  space  for 


the  proper  declaration  of  information 
required  by  or  under  authority  of  the 
act  to  appear  on  the  lab^. 

§  164.120  Shelled  nuls  in  rigid  or  semi¬ 
rigid  containers. 

(a) -(b)  [Reserved] 

(c)  Fill  of  container — (1)  The  stand¬ 
ard  of  fill  for  shelled  nuts  in  rigid  or 
semirigid  containers  is  a  fill  such  that 
the  average  volume  of  nuts,  from  the 
number  of  containers  specified  in 
§  164.110(d)(1),  is  not  less  than  85  per¬ 
cent  of  the  container  volume  as  deter¬ 
mined  by  the  method  in  paragraph  (c) 
(2)  of  this  section. 

(2)  The  method  for  determining  the 
percent  of  fill  is  as  follows: 

(i)  For  the  shelled  nuts  in  each  con¬ 
tainer.  determine  the  loose  volume,  the 
settled  volume,  and  the  average  volume 
in  cubic  centimeters.  For  the  purposes 
of  this  subparagraph,  cemsider  volume  in 
milliliters  to  be  numerically  equal  to 
volume  in  cubic  centimeters.  Open  the 
container  and  pour  the  nuts  loosely  into 
a  vertical  graduated  cylinder  (do  not 
tilt)  of  appropriate  size  fitted  with  a 
funnel  which  has  been  modified,  if  nec¬ 
essary,  to  provide  a  minimum  opening 
oi  IV^-inch  diameter.  (If  the  loose  vol¬ 
ume  of  the  nuts  is  less  than  500  milli¬ 
liters.  use  a  500 -milliliter  cylinder  with 
an  inside  diameter  of  approximately 
lYs  inches;  but  if  the  loose  volume  is 
500  milliliters  or  more,  use  a  1,000-mllli- 
liter  cylinder  with  an  inside  diameter 
of  £q}proximately  2^  inches.)  Without 
shaking  the  cylinder,  estimate  the  loca¬ 
tion  of  a  horizcmtal  plane  represent¬ 
ing  the  average  height  of  the  product, 
read  the  volume  of  the  nuts,  and  re¬ 
cord  as  the  loose  volume.  Raise  the 
cylinder  2  inches  and  allow  it  a  free 
vertical  drop  onto  a  level,  firm,  but  resil¬ 
ient  surface  (do  not  tamp)  for  a  total 
of  5  times  and  observe  the  v(dume  as 
above.  Repeat  in  successive  five-drop  in¬ 
crements  imtil  the  nuts  have  so  settled 
that  the  volume  decreases  less  than  2 
percent  in  the  last  five-drop  Increment. 
Read  the  last  volume  in  the  manner 
described  above  and  record  as  the  set¬ 
tled  volume.  The  arithmetical  average 
of  the  loose  volume  and  the  settled  vol- 
vune  equals  the  average  volume  of  nuts. 

(ii)  Classify  the  container  by  shape 
and  determine  its  volume  in  cubic  centi¬ 
meters  according  to  one  of  the  follow¬ 
ing  methods  as  appropriate: 

(a)  For  containers  of  irregular  shape, 
including  glass  jars,  follow  the  general 
method  fw  water  capacity  of  containers 
as  prescribed  in  §  130.12(a)  of  this  chap¬ 
ter  and  determine  the  container  volume, 
considering  the  water  capacity  in  grams 
to  be  numerically  equivalent  to  volume 
in  cubic  centimeters,  or  the  water  capac¬ 
ity  in  ounces  (avoirdupois)  to  be  equiva¬ 
lent  to  28.35  cubic  centimeters  per  oimce. 

(b)  For  box-shaped  containers  (that 
is,  with  opposite  sides  parallel) ,  measure 
the  inside  height,  width,  and  depth  and 
calculate  the  volume  as  the  product  of 
these  three  dimensions.  For  such  con¬ 
tainers  used  to  enclose  vacuum  packs 
and  containing  4  ounces  or  less  at  the 
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product,  consider  the  height  to  be  the 
inside  height  minus  three-eighths  inch. 

(c)  For  cylindrical  containers,  calcu¬ 
late  the  container  voliune  in  cubic  centi¬ 
meters  as  the  product  of  the  height 
times  the  square  of  the  diameter,  both 
measured  in  inches,  times  12.87;  or  as 
the  product  of  the  height  times  the 
square  of  the  diameter,  both  measured  in 
centimeters,  times  0.7^4.  For  containers 
that  do  not  have  indented  ends,  use  the 
inside  height  and  inside  diameter  as  the 
dimensions.  For  metal  cans  with  indented 
ends  (that  is,  metal  cans  with  ends  at¬ 
tached  by  double  seams),  (xmsider  the 
height  to  be  the  outside  height  at  the 
double  seam  minus  three-eighths  inch 
(0.953  centimeter)  and  the  diameter  to 
be  the  outside  diameter  at  the  double 
seam  minus  one-eighth  inch  (0.318  centi¬ 
meter)  .  For  liber-bodied  ctmtainers  with 
indented  ends  (that  is,  fiber-bodied  cans 
with  metal  ends  attached  by  double 
seams),  consider  the  height  to  be  the 
outside  height  at  the  double  seam  minus 
three-eighths  inch  (0.953  centimeter) 
and  the  diameter  to  be  the  outside 
diameter  at  the  double  seam  minus 
three-sixteenths  inch  (0.476  centimeter). 

(ill)  Calculate  the  percent  fill  of  the 
container  as  follows:  Divide  the  average 
volume  of  nuts  found  according  to  para¬ 
graph  (c)  (2)  (i)  of  this  section  by  the 
appropriate  container  volume  found  ac¬ 
cording  to  paragraph  (c)  (2)  (il)  of  this 
section  and  multip^  by  100.  The  resiUt 
shall  be  (xmsidered  to  be  the  percent  fill 
of  the  contains. 

(3)  If  shelled  nuts  fall  below  the 
standard  of  fill  of  ccmtainer  prescribed 
in  paragraph  (c)  (1)  of  this  section,  the 
label  shall  bear  the  general  statement  of 
substandard  fill  specified  in  S  130.14(b) 
of  this  chapter,  in  the  manner  and  form 
therein  specified. 

§  164.150  Peanut  butter. 

(a)  Peanut  butter  is  the  food  prepared 
by  grinding  one  of  the  shelled  and 
roasted  peanut  ingredients  provided  for 
by  paragraph  (b)  of  this  section,  to  which 
may  be  added  safe  and  suitable  season¬ 
ing  and  stabilizing  ingredients  provided 
for  by  paragraph  (c)  of  this  section,  but 
such  seasoning  and  stabilizing  ingi^i- 
ents  do  not  in  the  aggregate  exceed  10 
percent  of  the  weight  of  the  finished 
food.  To  the  groimd  peanuts,  cut  or 
chopped,  shelled,  and  roasted  peanuts 
may  be  added.  During  processing,  the  oil 
content  of  the  peanut  ingr^ent  may  be 
adjusted  by  the  addition  or  subtraction  of 
peanut  oil.  The  fat  content  of  the  fin¬ 
ished  food  shall  not  exceed  55  percent 
when  determined  as  prescribed  in  section 
25.004  Crude  Fat — Official.  First  Action, 
paragraph  (a)  Direct  method,  in  “Offi¬ 
cial  Methods  of  Analysis  of  the  Associa¬ 
tion  of  Official  Agricultural  Chemists," 
10th  Edition,  page  412. 

(b)  The  peanut  ingredients  ref  erred  to 
in  paragraph  (a)  of  this  section  are: 

(1)  Blanched  peanuts,  in  which  the 
germ  may  or  may  not  be  included. 

(2)  Uiffilanched  peanuts,  including 
the  skins  and  germ. 

(c)  The  seasoning  and  stabilizing  in¬ 
gredients  referred  to  in  paragraph  (a) 
of  this  section  are  suitable  subrtances 


which  are  not  food  additives  as  defined 
in  section  201  (s)  of  the  Federal  Food, 
Drug,  and  Cosmetic  Act,  or  if  they  are 
food  additives  as  so  defined,  they  are 
used  in  conformity  with  regulations  es¬ 
tablished  pursuant  to  secti<»  409  of  the 
act.  Seasoning  and  stabilizing  ingredi¬ 
ents  that  perform  a  useful  function  are 
regarded  as  suitable,  except  that  arti¬ 
ficial  fiavorings,  artificial  sweeteners, 
chemical  preservatives,  added  vitamins 
and  color  additives  are  not  suitable  in¬ 
gredients  of  peanut  butter.  Oil  products 
used  as  optional  stabilizing  ingredients 
shall  be  hydrogenated  vegetable  oils. 
For  the  purposes  of  this  section,  hydro¬ 
genated  vegetable  oil  shall  be  considered 
to  include  partially  hydrogenated  vege¬ 
table  oil. 

(d)  If  peanut  butter  is  prepared  from 
unblanched  peanuts  as  specified  in  para¬ 
graph  (b)  (2)  of  this  section,  the  name 
shall  show  that  fact  by  some  such  state¬ 
ment  as  “prepared  from  unblanched  pea¬ 
nuts  (skins  left  on)."  Such  statement 
shall  appear  prominently  and  conspicu¬ 
ously  and  shall  be  in  type  of  the  same 
style  and  not  less  than  half  of  the  point 
size  of  that  used  for  the  words  “peanut 
butter."  This  statement  shall  immedi¬ 
ately  precede  or  follow  the  words  “pea¬ 
nut  butter.”  without. intervening  writ¬ 
ten,  printed,  or  graphic  matter. 

(e)  The  label  of  peanut  butter  shall 
name,  by  their  common  names,  the  w- 
tional  ingredients  used,  as  provided  in 
paragraph  (c)  of  this  section.  If  hydro¬ 
genated  vegetable  is  used,  the  label 
statement  of  optional  ingredients  shall 

include  the  words  “Hydrogenated - 

_ oU”  or  “HardMied _ 

oil",  the  blank  being  filled  in  either  w’ith 
the  names  of  the  vegetable  sources  of 
the  oil  or,  alternatively,  with  the  word 
“vegetable";  for  example,  “Hydrogenated 
peanut  oil"  or  “Hardened  peanut  and 
cottonseed  oils"  or  “Hydrogenated  veg¬ 
etable  oil". 

PART  165 — NONALCOHOLIC  BEVERAGES 
Subpart  A — [Raaarvad] 

Subpart  B — Raqulramants  for  Spacific 

Standardizad  Nonalcoholic  Bavoragas 

Sec. 

165.175  Soda  water. 

Authobitt:  Secs.  401,  701,  52  Stat.  1046  as 
amended,  1065-1056  as  amended  by  70  Stat. 
919  and  72  Stat.  948  (21  UA.C.  341,  371)  un¬ 
less  otherwise  noted. 

Subpart  A — [Reserved] 

Subpart  B — Requirements  for  Specific 

Standardized  Nonalcoholic  Beverages 

§  165.175  Soda  water. 

(a)  Description.  Soda  water  is  the 
class  of  beverages  made  by  absorbing 
carbmi  dioxide  in  potable  water.  The 
amount  of  carbon  dioxide  used  is  not  less 
than  that  which  will  be  absorbed  by  the 
beverage  at  a  pressure  of  one  atmos^ere 
and  at  a  temperature  ot  60*  F.  It  either 
contains  no  alcrrfiol  or  only  such  alcohol, 
not  in  excess  of  0.5  percent  by  weight 
of  the  finished  beverage,  as  is  ctmtiibuted 
by  the  flavoring  ingredient  used.  Soda 
water  designated  by  any  name  which 
includes  the  word  “cola"  or  “pepper” 


shall  contain  caffeine  from  kola  nut  ex¬ 
tract  and/or  other  natural  caffeine-con¬ 
taining  extracts.  Caffeine  may  also  be 
added  to  any  soda  water.  The  total  caf¬ 
feine  content  in  the  finished  food  shall 
not  exceed  0.02  i>ercent  by  weight.  Soda 
water  may  ccmtain  any  safe  and  suitable 
optional  ingredient,  except  that  vitamins, 
minerals,  and  proteins  added  for  nutri- 
ti(mal  purposes  and  artificial  sweeteners 
are  not  suitable  for  food  encompassed 
by  this  standard. 

(b)  Nomenclature.  (1)  The  name  of 
the  beverage  for  which  a  definltimi  and 
standard  of  identity  is  established  by  this 
section,  which  is  neiUier  flavored  nor 
sweetened,  is  soda  water,  club  soda,  or 
plain  soda. 

(2)  The  name  oi  each  beverage  con¬ 

taining  flavoring  and  sweetening  ingredi¬ 
ents  shall  appear  as  “ _ soda"  ae 

“ _ water"  or  “ _ carbon¬ 

ated  beverage",  the  blank  to  contain 
the  word  or  words  that  designate  the 
characterizing  flavcw  of  the  soda  water 
as  prescribed  in  i  101.22  of  this  chapter. 

(3)  If  the  soda  water  is  one  generally 

designated  by  a  particular  common 

name;  far  example,  ginger  ale,  root  beer, 
or  ^)arkling  water,  that  name  may  be 
used  in  lieu  of  the  name  prescribed  in 
paragraph  (b)  (1)  and  (2)  of  this 

section.  For  the  purposes  of  this  section, 
a  proprietary  name  that  is  commmily 
used  by  the  public  as  the  designation  of  a 
particular  kind  of  soda  water  may  be 
used  in  lieu  of  the  name  prescribed  In 
paragraph  (b)  (1)  and  (2)  of  this 

section. 

(c)  Label  declaration.  Each  of  the  op- 
ticHial  ingredients  used  shall  be  declared 
on  the  label  as  required  by  the  apirilcable 
sections  of  Part  101  of  this  chapter. 


PART  166— MARGARINE 

Subpart  A — Ganaral  ProvisiMW 

Sec. 

166.40  Labeling  of  margarine. 

Subpart  B  Raquiraiwenia  for  Specific 
Standardizad  Margarine 

166.110  Margarine. 

Authokitt:  Secs.  401,  701,  52  Stat.  1046  as 
amended,  1056-1066  as  amended  by  70  Stat. 
919  and  72  SUt.  948  (21  VS.C.  341,  371),  un¬ 
less  otherwise  noted. 

Subpart  A — General  Provisions 
§  166.40  Labeling  of  margarine. 

The  Federal  Food,  Drug,  and  Cosmetic 
Act  was  amended  by  Public  Law  459,  81st 
Congress  (64  Stat.  20)  m  colored  oleo¬ 
margarine  or  margarine  by  adding 
thereto  a  new  section  numbered  407. 
Amcmg  other  things,  this  section  requires 
that  there  appear  on  the  label  of  the 
package  the  word  “oleomargarine”  or 
“margarine"  in  type  or  lettering  at  least 
as  large  as  any  other  type  or  lettering  on 
the  label,  and  a  full  and  accurate  state¬ 
ment  of  all  the  ingredients  contained  in 
such  oleomargarine  or  margarine.  It 
provides  that  these  requirements  “shall 
be  in  additicxi  to  and  not  in  lieu  of  any 
of  the  other  requirements  of  this  Act”. 

(a)  Under  section  403(g)  of  the  Fed¬ 
eral  Food,  Drug,  and  Cosmetic  Act.  any 
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article  that  is  represented  as  or  purports 
to  be  oleMuargaiine  or  margarine  must 
conform  to  the  definition  and  standard 
of  identity  for  oleomargarine  or  marga¬ 
rine  promulgated  under  section  401  of 
the  act  (Subpart  B  of  this  part),  and 
its  label  must  bear  the  name  “oleomar¬ 
garine”  or  “margarine”. 

(b)  The  identity  standard  for  oleo¬ 
margarine  or  margarine  ai^lles  to  both 
the  uncolored  and  the  colored  article. 
Although  this  standard  does  not  require 
that  all  permitted  optional  ingredients 
be  declared  on  the  label,  the  amendment 
to  the  Federal  Fcxxl,  Drug,  and  Cosmetic 
Act  made  by  Public  Law  459,  81st  Con¬ 
gress,  requires  the  labels  on  packages  of 
colored  oleomargarine  or  margarine  to 
bear  “a  full  and  accurate  statement  of 
all  the  ingredients  contained  in  such 
oleomargarine  or  margarine”.  The  op¬ 
tional  ingredients  permitted  by  the 
identity  standard  for  oleomargarine  or 
margarine  and  the  names  by  which  we 
believe  such  ingredients,  when  present, 
should  be  declared  in  order  to  constitute 
“a  full  and  accurate  statement”  are  set 
forth  below: 

(1)  The  rendered  fat  or  oil,  or  stearin 
derived  therefrom  (any  or  all  of  which 
may  be  hydrogenated) .  of  cattle,  sheep, 
swine,  or  goats,  or  any  combination  of 
two  or  more  such  articles — to  be  declared 
by  the  name  of  the  specific  animal  fat, 
oil,  or  stearin,  for  example,  “beef  fat”. 
If  the  animal  fat  or  oil  is  hydrogenated 
the  name  should  include  the  word 
“hydrogenated”  or  “hardened”.  Where 
combinations  are  used,  the  names  are  to 
be  arranged  in  order  of  predominance, 
^th  the  animal  fat,  oil,  or  stearin 
present  in  greatest  proportion  named 
first 

(2)  Any  vegetable  food  fat  or  oil,  or 
(^  or  stearin  derived  therefrom  (any  or 
all  of  which  may  be  hydrogenated),  or 
any  combination  of  two  or  more  such 
articles — to  be  declsued  by  the  name  of 
the  specific  vegetable  food  fat.  oil,  or 
stearin,  for  example  “cottonseed  (^”  or 
“soybean  oil”.  If  the  vegetable  fats  or 
oils  present  are  hydrogenated,  the 
declaration  should  Include  the  word 
“hydrogenated”  or  “hardened”,  for  ex¬ 
ample,  “hydrogenated  cottonseed  oil”  or 
“hardened  cottonseed  oil”.  If  two  or 
more  vegetable  food  fats  or  oils  are  used 
they  are  to  be  named  in  order  of  pre¬ 
dominance  with  the  one  present  in 
greatest  proportion  named  first  in  the 
series,  as,  for  example,  “cottonseed  (ril, 
so3d)ean  oil,  and  com  oil”. 

(3)  The  optional  Ingredients  cream, 
milk,  skim  inilk,  nonfat  dry  milk  and 
water,  ground  soybeans  and  water, 
butter,  and  salt  should  be  declared  by 
those  terms. 

(4)  Artificial  color  and  artificial  fiavor 
should  be  declared  as  such  by  the  terms 
prescribed  in  the  identity  standard  for 
oleomargarine  or  margarine  (Subpart  B 
of  this  part) .  They  need  not  be  declared 
additionally  by  the  names  of  the  specific 
colors  or  fiavors. 

(5)  The  presence  of  sodium  benzoate 
or  benzoic  acid  should  be  declared  as 
prescribed  by  the  Identity  standard  for 
oleomargarine  or  margarine. 


(6)  The  optional  ingredient  vitamin 
A  added  in  an  essential  carrier  should 
be  declared  as  “vitamin  A  added”  or 
“with  added  vitamin  A”. 

(7)  The  optional  In^edient  vitamin 
D  should  be  declared  as  “vitamin  D 
added”  or  “with  added  vitamin  D”. 

(8)  The  opti(«al  emulsifying  ingredi¬ 
ents  lecithin,  mono-  or  diglycerides  and 
sodium  sulfo-acetate  derivatives  of 
mono-  or  diglycerides  should  be  declared 
by  those  terms. 

(9)  The  presence  of  citric  acid,  iso¬ 
propyl  citrate,  and  stearyl  citrate  should 
be  declared  as  prescribed  by  the  identity 
standard  for  olemnargarine  or  mar¬ 
garine. 

(10)  The  statement  of  all  the  ingredi¬ 
ents  c(»itained  in  colored  olemargarine 
or  colored  margarine  is  subject  to  the 
requirements  pertaining  to  conspicuous¬ 
ness  in  section  403  (f )  of  the  act. 

(c)  In  considering  the  requirement 
that  the  word  “oleomargarine”  or  “mar¬ 
garine”  be  in  type  or  lettering  at  least  as 
large  as  any  other  type  or  lettering  on 
the  label,  it  must  be  borne  in  mind  that 
at  least  three  factors  are  involved — Uie 
height  of  each  letter,  the  area  occupied 
by  each  letter  as  measiued  by  a  closely 
fitting  rectangle  drawn  around  it.  and 
the  boldness  of  letters  or  breadth  of  the 
lines  forming  the  letters.  The  type  or 
lettering  used  should  meet  the  following 
tests: 

(1)  The  height  of  each  letter  in  the 
word  “oleomargarine”  or  “margarine” 
should  e(iual  or  exceed  the  height  of  any 
other  letter  elsewhere  on  the  label. 

(2)  The  area  of  the  closdy  fitting 
rectangle  with  respect  to  any  of  the  let¬ 
ters  in  the  word  “oleomargarine”  or 
“margarine”  should  equal  or  exceed  the 
area  of  such  rectangle  applied  to  the 
same  or  a  corresponding  letter  elsewhere 
on  the  label. 

(3)  The  letters  in  the  word  “oleomar¬ 
garine”  or  “margarine”  should  be  equal 
to  or  exceed  in  prcsninence  and  boldness, 
such  as  breadth  of  lines  forming  the 
letters,  the  same  or  corresponding  letters 
elsewhere  on  the  label. 

(d)  tRes«wedl 

(e)  The  word  “olemnargarine”  or 
“msurgarine”  (and  thus  the  other  infor¬ 
mation  called  for  by  the  statute)  should 
appear  on  each  panel  of  the  package 
label  that  might  reasonably  be  selected 
by  the  grocer  for  display  purposes  at  the 
point  of  sale. 

(f)  The  amendment  covering  colored 
oleomargarine  or  colored  margarine 
states  that,  “for  the  pvuposes  of  •  •  • 
section  407  of  the  Federal  Food,  Drug, 
and  Cosmetic  Act,  as  amended,  the  term 
‘oleomargarine’  or  ‘margarine’  includes: 
(1)  All  sub.'.tances.  mixtures,  and  com¬ 
pounds  known  as  ^eomargarine  or  mar¬ 
garine;  (2)  all  substances,  mixtures,  and 
compounds  which  have  a  consistence 
similar  to  that  of  butter  and  which  con¬ 
tain  any  edible  oils  or  fats  other  than 
milk  fat  if  made  in  imitation  or  sem¬ 
blance  of  butter”.  Notwithstanding  the 
difference  between  this  definitl(m  and 
the  definition  and  standard  of  identity 
for  oleomargarine  or  margarine  promul¬ 
gated  under  section  401  of  the  act,  it  was 


the  clear  intent  of  Congress  that  any 
article  which  is  represented  as  or  pur¬ 
ports  to  be  oleomargarine  or  margarine 
is  misbranded  if  it  falls  to  comply  with 
the  definition  and  standard  of  identity 
for  oleomargarine  or  margarine  even 
though  it  may  meet  the  statutory  defini¬ 
tion. 

(g)  Section  407(a)  states  that  “Col¬ 
ored  oleomargarine  or  colored  margarine 
which  is  sold  in  the  same  State  or  Terri¬ 
tory  in  which  it  is  produced  shall  be  sub¬ 
ject  in  the  same  manner  and  to  the 
same  extent  to  the  provisicms  of  this  act 
as  if  it  had  been  introduced  in  inter¬ 
state  conunerce”. 

(h)  Section  407(b)  (4)  requires  that 
each  part  of  the  contents  of  the  package 
be  “contained  in  a  wrapper  which  bears 
the  word  ‘oleomargarine’  or  ‘margarine’ 
in  t3rpe  or  lettering  not  smaller  than  20- 
point  type”.  The  Food  and  Drug  Ad¬ 
ministration  interprets  this  to  mean  that 
the  height  of  the  actual  letters  is  no  less 
than  20  points,  or  20/72  of  1  inch. 

(i)  The  wrappers  on  the  subdivisions 
of  oleomargarine  or  margarine  contained 
within  the  package  sold  lit  retail  are 
labels  within  the  meaning  of  section 
201  (k)  and  shall  contain  all  of  the  label 
information  required  by  sections  403  and 
407  of  the  Federal  Food,  Drug,  and  Cos¬ 
metic  Act,  Just  as  in  the  case  of  1-pound 
cartons,  except  that  wrappers  on  the  sub¬ 
divisions  contained  within  the  retsill 
package  shall  be  exempt  from  the  re¬ 
quirements  for  label  declaration  of  in¬ 
gredients  of  section  403(g)(2),  (1)(2), 
and  (k)  of  the  act  when  the  sub^vlslons 
are  securely  enclosed  within  and  are  not 
intended  to  be  separated  from  the  retail 
package  imder  conditions  of  retail  sale, 
the  wrappers  on  the  subdivisions  are  la¬ 
beled  with  the  statement  “This  Unit  Not 
Labeled  For  Retail  Sale”  in  type  size  not 
less  than  one-sixteenth  inch  in  height, 
and  each  multiunit  package  principal 
display  panel  is  label^  with  the  state¬ 
ment  “Inner  Units  Not  Labeled  for  Retail 
Sale”  in  tsrpe  size  not  smaller  than  the 
minimum  size  required  for  the  declara¬ 
tion  of  net  quantity  of  contents  by  §  101- 
105  of  this  chapter. 

(Sec.  407,  64  Stat.  20  (21  UJ3.C.  347).) 

Subpart  B — Requirements  for  Specific 
Standardized  Margarine 

§  166.110  Margarine. 

(a)  Margarine  (or  oleomargarine)  is 
the  food  in  plastic  form  or  liquid  emul¬ 
sion,  containing  not  less  than  80  percent 
fat  determined  by  the  method  prescribed 
und'^r  section  16.163  of  the  “Indirect 
Metliod.”  “Official  Methods  of  Analysis 
of  the  Association  of  Official  Analytical 
Chemists.”  11th  edition  1970.*  Margarine 
contains  only  safe  and  suitable  ingredi¬ 
ents.  It  is  produced  from  one  or  more  of 
the  optional  ingredients  in  paragraph 
(a)  (1)  of  this  section,  and  one  or  more 
of  the  optional  ingredients  in  subpara¬ 
graph  (a)  (2)  of  this  section,  to  which 
may  be  added  one  or  more  of  the  optional 
ingredients  in  paragraph  (b)  of  this  sec¬ 
tion.  Margarine  contains  vitamin  A  as 
provided  for  in  paragraph  (a)  (3)  (ff  this 
section. 
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( 1 )  Edible  fats  and/or  oils,  or  mixtures 
of  these,  whose  origin  Is  vegetable  or 
rendered  animal  carcass  fats,  any  or  all 
of  which  may  have  been  subjected  to  an 
accepted  process  of  physico-chemical 
modification.  They  may  contain  small 
amounts  of  othw  lipids  such  as  phos- 
pha  tides,  or  unsaponifiable  constituents 
and  of  free  fatty  acids  naturally  present 
in  the  fat  or  oil. 

<2)  One  or  more  of  the  following 
aqueous  phase  ingredients: 

<i)  Water  and.  or  milk  and  or  milk 
products. 

(ii)  Suitable  edible  protein  including, 
but  not  limited  to,  the  liquid,  condensed, 
or  dry  form  of  vdiey,  whey  modified 
by  the  reduction  of  lactose  and./or  min¬ 
erals,  nonlactose  containing  whey  com¬ 
ponents,  albumin,  casein,  caseinate,  veg¬ 
etable  proteins,  or  soy  protein  isolate,  in 
amounts  not  greater  than  reasonably 
required  to  accomplish  the  desired  effect. 

(iil)  Any  mixture  of  two  or  more  of 
the  articles  named  under  paragraph  (a) 

(2)  (i)  and  (ii)  of  this  section. 

(iv)  The  ingredients  in  paragraph 

(a)  (2)  (i),  (ii),  (iil)  of  this  section  shall 
be  pasteurized  and  then  may  be  sub¬ 
ject^  to  the  action  of  harmless  bac¬ 
terial  starters.  One  or  more  of  the  arti¬ 
cles  designated  in  paragraph  (a)(2)  (i). 
(ii),  (Iil)  of  this  sectkm  is  intimately 
mixed  with  the  edible  fat  and/or  oil  in¬ 
gredients  to  form  a  solidified  or  liquid 
emulsion. 

(3)  Vitamin  A  in  such  quantity  that 
the  finished  margarine  contains  not  less 
than  15,000  international  units  per 
pound. 

(b)  Optional  ingredients:  (1)  Vitamin 
D  in  such  quantity  that  the  finished  oleo¬ 
margarine  contains  not  less  than  1,500 
international  units  of  vitamin  D  per 
pound. 

(2)  Salt  (sodium  chloride) ;  potassium 
chloride  for  dietary  margarine  or  oleo¬ 
margarine. 

(3)  Nutritive  carbohydrate  sweeteners. 

(4)  Emulsifiers  including  but  not  lim¬ 
ited  to  the  following  within  these  maxi¬ 
mum  amounts  in  percent  by  weight  of  the 
finished  food:  Mono-  and  diglycerides  of 
fatty  acids  esterified  with  the  following 
acids;  acetic,  acetyl  tartaric,  citric,  lactic, 
tartaric,  and  their  sodium  and  calcium 
salts.  0.5  percent;  such  mono-  and  di¬ 
glycerides  in  combination  with  the  so¬ 
dium  sulfo-acetate  derivatives  thereof, 
0.5  percent;  polyglycerol  esters  of  fatty 
acids,  0.5  percent;  1.2-propylene  glycol 
esters  of  fatty  acids,  2  percent;  lecithin, 
0.5  percent. 

(5)  Preservatives  including  but  not 
limited  to  the  following  within  these 
maximum  amounts  in  percent  by  weight 
of  the  finished  food:  Sorbic  acid,  benzoic 
acid  and  their  sodium,  potassium,  and 
calcium  salts,  individually,  0.1  percent, 
or  in  combination.  0.2  percent,  expressed 
as  the  acids;  calcium  disodium  E33TA. 
0.0075  percent,  propyl,  octyl,  and  do- 
decyl  gallates.  BHT,  BHA,  ascorbyl  pal- 
mitate,  ascorbyl  stearate,  all  individually 
or  in  combination.  0.02  percent,  stearyl 
citrate.  0.15  percent;  isopropyl  citrate 
mixture,  0.02  percent. 

(6)  Color  additives.  For  the  purpose 
of  this  subparagraph,  provitamin  A 
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(beta -carotene)  shall  be  deemed  to  be  a 
color  additive. 

(7)  Flavoring  substances.  If  the  fla¬ 
voring  ingredients  impart  to  the  food  a 
flavor  other  than  in  semblance  of  butter, 
the  characterizing  flavor  shall  be  de¬ 
clared  as  part  of  the  name  of  the  food 
in  accordance  with  §  101.22  of  this 
chapter. 

(8)  Acidulants. 

(9)  Alkalizers. 

cc)  The  name  of  the  food  for  which 
a  d^nition  and  standard  of  identity  are 
prescribed  in  this  section  is  “margarine” 
or  “oleomargarine”. 

(d)  Each  of  the  optional  ingredients 
used  shall  be  declared  on  the  label  as 
required  by  the  applicable  sections  of 
part  101  of  this  chapter.  For  the  purposes 
of  this  section  the  use  of  the  term  “milk" 
unqualified  means  milk  from  cows.  If 
any  milk  other  than  cow’s  milk  is  used 
in  whole  or  in  part,  the  animal  soiure 
shall  be  identified  in  conjunction  with 
the  word  milk  in  the  ingredient  state¬ 
ment.  Colored  margarine  shall  be  subject 
to  the  provisions  of  section  407  of  the 
Federal  Pood,  Drug,  and  Cosmetic  Act  as 
amended. 

PART  168— SWEETENERS  AND  TABLE 
SIRUPS 

Subpart  A — [Resarvadl 

Subpart  B — Raquiramants  for  Specific 
Standardized  Sereeteners  and  Table  Sirups 

168.110  Dextrose  anhydrous. 

168.111  Dextrose  monohydrate. 

168.120  Olucose  alrup. 

168.121  Dried  glucose  sirup. 

168.122  Lactose. 

168.130  Cane  sirup. 

168.140  Maple  alrup. 

168.160  Sorghum  sirup. 

168.180  Table  sirup. 

Aothoeitt:  Secs.  401,  701,  52  Stat.  1046, 
as  amended.  1055-1056,  as  amended  by  70 
Stat.  919  and  72  Stat.  948  (21  VS.C.  341,  371) . 

Subpart  A — [Reserved] 

Subpart  B — Requirements  for  Specific 
Standardized  Swe^eners  and  Table  Sirups 

§168.110  Dextrose  anhydrous. 

(a)  Dextrose  anhydrous  is  purified 
and  crystallized  D-glucose  without  water 
of  crystallization  and  conforms  to  the 
specifications  of  S  168.111,  except  that  the 
total  solids  ctmtent  is  not  less  than  98.0 
percent  m/m. 

(b)  The  name  of  the  food  is  “Dextrose 
anhydrous”  or  “Anhydrous  dextrose”, 

§l(i8.111  Dextrose  monohydrate. 

(a)  Dextrose  monohydrate  is  purified 
and  crystallized  D-glucose  containing 
one  molecule  of  water  of  crystallization 
with  each  molecule  of  D-glucose. 

(b)  The  food  shall  meet  the  following 
specifications: 

(1)  The  total  solids  content  is  not  less 
than  90.0  percent  mass/mass  (m/m), 
and  the  reducing  sugar  content  (dextrose 
equivalent),  expressed  as  D-glucose.  is 
not  less  than  99.5  percent  m/m  calcu¬ 
lated  on  a  dry  basis. 

(2)  The  sulfated  ash  content  is  not 
more  than  0.25  perceiit  m/m  (calculated 
on  a  dry  basis),  and  the  sulfur  dioxide 
content  is  not  more  than  20  mg/kg. 

REGISTER.  VOL.  42,  NO.  50 — TUESDAY,  NIARCH 


(c)  The  name  of  the  food  is  “Dextrose 
monohydrate”  or  Dextrose”. 

(d)  For  purposes  of  this  section,  the 
methods  of  analjrsis  to  be  used  to  deter¬ 
mine  if  the  food  meets  the  specifications 
of  paragraph  (b)  (1)  and  (2)  of  this  sec¬ 
tion  are  the  following  sections  in  “Official 
Methods  of  Analysis  of  the  Association 
of  Official  Analytical  Chemists,”  lltli 
Ed..  1970." 

(1)  Total  solids  content.  31.005. 

<2)  Reducing  sugar  content,  31.212ia). 

1 3 )  Sulfated  ash  content.  3 1 .208. 

(4»  Sulfur  dioxide  content.  20.090- 
20.095. 

§  168.120  »irup. 

(a)  Glucose  sirup  is  the  purified,  con- 
coLtrated.  aqueous  solution  of  nutritive 
saccharides  obtained  from  edible  starcli. 

(b)  The  food  shall  meet  the  following 
specifications: 

( 1 )  The  total  solids  content  is  not  less 
than  70.0  percent  mass/mass  (m/m), 
and  the  reducing  sugar  content  (dex¬ 
trose  equivalent),  expressed  as  D-glu¬ 
cose.  is  not  less  than  20.0  percent  m/m 
calculated  on  a  dry  basis. 

(2)  The  sulfated  ash  content  is  not 
more  than  1.0  percent  m/m  (calculated 
on  a  di7  basis),  and  the  sulfur  dioxide 
content  is  not  more  than  40  mg/ kg. 

(c)  The  name  of  the  food  is  “Olucose 
sirup”.  When  the  food  is  derived  from  a 
specific  type  of  starch,  the  name  may 

alternatively  be  “ _ sirup”,  the 

blank  to  be  filled  in  with  the  name  of 
the  starch.  Fot  example,  “Corn  sirup”, 
‘  Wheat  sirup”,  “Tapioca  sirup”.  When 
the  starch  is  derived  from  sorghum 
grain,  the  alternative  name  of  the  food 
is  “^rghum  grain  sirup”.  The  word 
“sirup”  may  also  be  spelled  “syrup”. 

(d)  For  purposes  of  this  section,  the 
methods  of  analysis  to  be  used  to  deter¬ 
mine  if  a  food  meets  the  specificatlcms 
of  paragraph  (b)  (1)  and  (2)  of  this  sec- 
ti<xi  are  the  following  sections  in  “Offi¬ 
cial  Methods  of  Ansdysis  of  the  Associa¬ 
tion  of  Official  Analytical  Chemists”, 
11th  Ed.,  1970: " 

(1)  Total  solids  omtent.  31.200-31.201. 

(2)  Reducing  sugar  cMitent,  31.212(a). 

(31  Sulfated  ash  content,  31.208. 

(4)  Sulfur  dioxide  content,  20.090- 
20.095. 

§  168.121  Dried  gluro^te  »irup. 

(a)  Dried  glucose  sirup  is  glucose 
sirup  from  which  the  water  has  been 
partially  removed  and  conforms  to  the 
specifications  of  f  168.120,  except  that; 

(1)  The  total  solids  content  is  not  less 
than  90.0  percent  m/m  when  the  reduc¬ 
ing  sugar  content  (dextrose  equivalent) . 
expressed  as  D-glucose.  is  not  less  than 
88.0  percent  m/m,  calculated  on  a  dry 
basis;  or 

(2)  The  total  solids  content  is  not  less 
than  93.0  percent  m/m  when  the  reduc¬ 
ing  sugar  content,  (dextrose  equivalent) 
expressed  as  D-glucose.  is  less  than  88.0 
percent  m/m,  calculated  on  a  dry  basis. 

(b)  The  name  of  the  food  is  “Dried 
glucose  sirup”  or  “Glucose  sirup  solids". 


>  Copies  may  be  obtained  from:  Aseociation 
of  OlBcial  Analytical  CbemUta.  P  O.  Box  540, 
Benjamin  Franklin  Station.  Washington,  D  C. 
20044 
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Wlien  the  food  Is  derived  from  a  specific 
type  of  starch,  the  name  may  alterna¬ 
tively  be  “Drl^ _ sirup”  or 

" _ sirup  solids”,  the  blank  to 

be  filled  in  with  the  name  of  the  starch; 
for  example,  "Dried  com  sirup”,  “Com 
sirup  solids”.  Dried  wheat  sirup”, 
“Wheat  sirup  solids”,  “Dried  tapioca 
sirup”,  “Tapioca  sirup  solids”.  When  the 
starch  is  derived  from  sorghum  grain, 
the  alternative  name  of  the  food  is 
“Dried  sorghum  grain  sirup”  or  “Sor- 
ghiun  grain  sirup  solids”.  Ilie  word  “sir¬ 
up”  may  also  be  spelled  “syrup”. 

§  168.122  I^actose. 

(a)  Lactose  is  the  carbohydrate  nor¬ 
mally  obtained  from  whey.  It  may  be  an¬ 
hydrous  or  contain  one  moleciile  of  water 
of  crystalUzatlMi  or  be  a  mixture  of  both 
forms. 

(b)  The  food  shall  meet  the  following 
specifications; 

( 1 )  The  lactose  c(xitent  is  not  less  than 
99.0  percent,  mass  over  mass  (m/m), 
calculated  on  a  dry  basis. 

(2)  The  sulfated  ash  content  is  not 
more  than  0.3  percent,  m/m,  calctilated 
on  a  dry  basis. 

(3)  The  pH  of  a  10.0  percent,  m/m, 
solution  is  not  less  than  4.5  nor  more 
than  7.0. 

(4)  The  loss  on  drying  for  16  hours  at 
120*  C  is  not  more  than  6.0  percent,  m/m. 

(c)  The  name  of  the  food  is  “Lactose” 
or.  alternatively,  “Milk  sugar”. 

(d)  (1)  The  methods  of  analysis  to  be 
used  to  determine  whether  the  food 
meets  the  requirements  of  paragraph  (b) 

(1),  (2),  and  (3)  of  this  section  are  the 
following  sections  in  “Official  Methods  of 
Analysis  of  the  Association  of  Official 
Analsrtical  Chemists,”  12th  ed.,  1975:  * 

(1)  Lactose  content,  section  31.062. 

(il)  Sulfated  ash  content,  section  31.- 

014. 

(ill)  pH,  section  14.022,  except  that  a 
10.0  percent,  m/m,  solution  of  lactose 
in  water  Is  used  for  the  determination. 

(2)  The  method  of  analysis  to  be  used 
to  determine  If  the  food  meets  the  re¬ 
quirement  of  paragraph  (b)(4)  of  this 
section  is  the  following:  Loss  on  drying 
at  120*  C,  “United  States  Pharmaco¬ 
peia,”  18th  Revision,  1970,  pages  358  and 
935. 

§  168.130  Cane  sirup. 

(a)  Cane  sirup  Is  the  liquid  food 
derived  by  concentration  and  heat  treat¬ 
ment  of  the  juice  of  sugarcane  (Saccha- 
rum  officinarum  L.)  or  by  solution  In 
water  of  sugarcane^concrete  made  from 
such  juice.  It  contains  not  less  than  74 
percent  by  weight  of  soluble  sol*  is 
derived  solely  frcun  such  juice.  The  con¬ 
centration  may  be  adjust^  with  or  with¬ 
out  added  water.  It  may  contain  one  or 
more  of  the  (^tional  Ingredients  pro¬ 
vided  for  in  paragraph  (b)  of  this  sec¬ 
tion.  All  ingredients  from  which  the  food 
is  fabricated  shall  be  safe  and  suitable. 

(b)  The  (H>ti(Mial  Ingredients  that  may 
be  used  in  cane  sirup  are ; 

(1)  Salt. 

(2)  Preservatives. 

(3)  Defoaming  agents. 

(c)  TThe  name  of  the  food  Is  “Cane 
sirup”  or  “Sugar  cane  sirup”.  Alterna¬ 


tively,  the  word  “sirup”  may  be  spelled 
“syrup”. 

(d)  Each  of  the  optional  Ingredients 
used  shall  be  declared  on  the  label  as 
required  by  the  applicable  sections  of 
Part  101  of  this  cha^r. 

§168.140  Maple  sirup. 

(a)  Maple  sirup  is  the  liquid  food  de¬ 
rived  by  concentration  and  heat  treat¬ 
ment  of  the  sap  of  the  maple  tree  (Acer) 
or  by  solution  in  water  of  maple  sugar 
(maple  concrete)  made  from  such  sap. 
It  contains  not  less  than  66  percent  by 
weight  of  soluble  solids  derived  solely 
frcHu  such  sap.  Hie  ccmcentration  may 
be  adjusted  with  or  without  added  water. 
It  may  contain  one  or  more  of  the  op¬ 
tional  ingredients  provided  for  in  para¬ 
graph  (b)  of  this  section.  All  ingredients 
from  which  the  food  is  fabricated  shall 
be  safe  and  suitable. 

(b)  Hie  optional  ingredients  that  may 
be  used  in  maple  sirup  are: 

(1)  Salt. 

(2)  Chemical  preservatives. 

(3)  Defoamlng  agents. 

(c)  Hie  name  of  the  food  is  “Miqile 
sirup”.  Alternatively,  the  word  “strup” 
may  be  spelled  “syrup”. 

(d)  Each  of  the  optional  ingredioits 
used  shall  be  declared  on  the  label  as 
required  by  the  applicable  sections  of 
Part  101  of  this  chapter. 

§  168.160  Sorghum  simp. 

(a)  Sorghum  sirup  is  the  liquid  food 
derived  by  concentratimi  and  heat  treat¬ 
ment  of  the  juice  of  sorghum  cane  (sor- 
gos)  (Sorghum  vulgare) .  It  contains  not 
less  than  74  percrat  by  weight  of  soluble 
solids  derived  solely  from  such  juice. 
The  concentration  may  be  adjusted  with 
or  without  added  water.  It  may  contain 
one  or  more  of  the  (8>tional  ingredients 
provided  for  in  paragraph  (b)  of  this 
section.  All  Ingredients  from  which  the 
food  is  fabricated  shall  be  safe  and 
suitable. 

(b)  Hie  optional  iiupiedients  that  may 
be  used  in  sorghiun  sirup  are; 

(1)  Salt. 

(2)  Chnnical  preservatives. 

(3)  Defoaming  agents. 

(4)  Enzymes. 

(5)  Anticrystallizing  agents. 

(6)  Antisolidifying  agents. 

(c)  Hie  name  of  tiie  food  is  “Sorghum 
sirup”  or  “Sorghum”.  Alternatively,  the 
word  “sirup”  may  be  spelled  "syrup”. 

(d)  Each  of  the  optional  Ingredients 
used  shall  be  declared  on  the  label  as 
required  by  the  applicable  sections  of 
Pait  101  of  this  chapter. 

§  168.180  Table  sirup. 

(a)  Table  sirup  is  the  liquid  food  con¬ 
sisting  of  (me  or  more  of  the  optional 
sweetening  ingredirats  provided  for  in 
paragraiAi  (b)(1)  of  this  section.  The 
food  contains  n(8:  less  than  65  percent 
soluble  sweetener  8(fiids  by  weight  and 
is  prepared  with  or  without  added  water. 
It  may  contain  one  or  more  of  the  op¬ 
tional  ingredients  prescribed  in  para- 
graidis  (b)  (2)  through  (12)  of  this  sec¬ 
tion.  All  ingredients  from  which  the  food 
is  fabricated  shall  be  safe  and  suitable. 


(Vitamins,  minerals,  and  protein  added 
for  nutritional  purposes  and  artificial 
sweeteners  are  not  considered  to  be  suit¬ 
able  ingredients  for  this  fcxxl.) 

(b)  The  optional  Ingredients  that  may 
be  used  in  table  sirup  are: 

(I)  One  or  more  of  the  nutritive  car¬ 
bohydrate  sweeteners  provided  f<»‘  in  this 
paragraph  (b)(1).  Whoi  a  sweetener 
provided  for  in  paragraph  (b)  (1)  (1)  or 
(ii)  of  this  section  is  it  shall  con¬ 
stitute  not  less  than  2  percent  by  weight 
of  the  finished  food. 

(1)  The  sirups  identified  by  8S  168.130, 
168.140,  and  168.160,  exc^t  that  the  use 
of  any  such  Ingredient  is  so  limited  that 
the  finished  food  does  not  meet  the  re¬ 
quirement  prescribed  for  any  sirup  by 
§9  168.130,  168.140,  or  168.160. 

(il)  Honey. 

(ill)  Other  nutritive  carb<Aiydrate 
sweetoiers. 

(2)  Butter,  in  a  quantity  not  less 
than  2  percent  by  weight  of  the  finished 

f(X)d. 

(3)  Edible  fats  and  oils,  except  that, 
in  products  designated  as  “buttered 
sirups”,  butter  as  provided  for  in  para¬ 
graph  (b)  (2)  of  this  secti(m  is  the  only 
fat  that  may  be  used. 

(4)  Emulsifiers  or  stabilizers  or  both. 

(5)  Natural  and  artificial  flavorings, 
either  fruit  or  nonfruit,  alone  or  in  car¬ 
riers. 

(6)  Color  additives. 

(7)  Salt. 

(8)  Chemical  preservatives. 

(9)  Viscosity  adjusting  agents. 

(10)  Acidifying,  alkalizing,  or  buffer¬ 
ing  agents. 

(II)  Defoaming  agents. 

(12)  Any  other  Ingredient  (e.g., 
shredded  coconut,  groimd  orange  peel) 
that  is  not  incompatible  with  other  in¬ 
gredients  in  the  food. 

(c)  Except  as  provided  for  in  this 

paragraph  and  in  paragraph  (d)  (2)  and 

(3)  of  this  section,  the  name  of  the  food 
is  “Table  sirup”,  “Sirup”,  “Pan<»ke 
sirup”,  “WaflBe  sirup”,  “Pancake  and  waf¬ 
fle  sirup”,  or  “ _ sirup”,  the 

blank  being  filled  in  with  the  word  or 
words  that  designate  the  sweetening  in¬ 
gredient  that  characterizes  the  food, 
except  “maple”,  “cane”,  or  “sorghum” 
alone,  such  sirups  bdng  reciulred  to  com¬ 
ply  in  all  respects  with  99  168.130, 168.140. 
and  168.160,  respectively,  and  in  the  case 
of  more  than  one  sweetening  ingredient, 
in  descending  order  of  predominance  by 
weight  in  the  food.  The  type  shall  be  of 
uniform  style  and  size. ' 

( 1 )  When  one  of  the  sweeteners  consti¬ 
tutes  at  least  80  percent  of  the  total 
sweetener  solids,  the  name  of  the  f(X)d 
may  be  designated  as  the  corresptmdlng 
sirup,  for  example,  “Com  sirup”,  iffo- 
vided  that  the  name  is  immediately 
and  conspicuously  followed,  without 
intervening  written,  printed,  or  grt^hlc 
matter,  by  the  statement  “with 

_ ”  as  part  of  the  name,  the 

blank  being  filled  in  with  the  name  or 
names  of  each  additional  sweetening  in¬ 
gredient  present,  stated  in  a  clear  legible 
manner  in  letters  of  uniform  style  and 
size  not  less  than  one-half  the  height  of, 
ncH*  larger  than,  the  letters  used  in  the 
name  of  the  principal  sweetener. 
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(2)  When  butter  ie  used,  as  provided 
for  In  paragraph  (b)  (2)  of  this  sectloa, 
the  name  of  the  food  may  be  “Buttered 

... _ the  blank  being  filled  In 

with  the  name  otherwise  prescribed  in 
this  paragn^h.  The  percentage  by 
weight  of  butter  present  shall  be  declared 
as  part  of  the  name  of  the  food  as  pre¬ 
scribed  by  Part  102  of  this  chapter. 

(3>  Alternatively,  the  woid  “sirup” 
may  be  spelled  “syrup". 

(d)(1)  Each  of  the  optional  ingredi¬ 
ents  used  shall  be  declared  on  the  label 
as  required  by  the  tu^plicable  sections  of 
Part  101  of  this  chaj^r. 

(2)  A  statement  (other  than  in  the  in¬ 
gredient  listing)  or  a  vignette  identifying 
a  flavor  may  be  included  on  the  label 
only  if  such  flavor  contributes  the  pri¬ 
mary  recognizable  flavor  that  character¬ 
izes  the  sirup.  When  maple,  honey,  or 
both  maple  and  honey  are  represent^  as 
the  characterising  flavors,  the  total 
quantity  of  maple  sirup  or  honey,  singh', 
or  of  maple  sirup  and  honey  in  combi¬ 
nation,  shall  be  not  less  than  10  percent 
by  weight  of  the  finished  foo(L  Ihe  pres¬ 
ence  of  any  natural  or  artificial  flavor  in 
the  food  shall  be  declared  on  the  label 
as  prescribed  by  the  applicable  sections 
of  Part  101  of  this  chapter. 

(3)  The  percentage  of  any  optional  in¬ 
gredient  used  shall  be  declared  as  part  of 
the  name  of  the  food  as  prescribed  by 
Part  102  of  this  chapter  when  all  of  the 
following  conditions  apply  to  the  use  of 
the  ingredient: 

(i)  It  is  one  of  the  characterizing  in¬ 
gredients  permitted  by  paragraph  (b) 
(1)  (1)  and  (il)  of  this  section. 

(ii)  The  ingredient  is  either  named  on 
the  label  other  than  in  the  list  of  ingre¬ 
dients  or  is  suggested  by  vignette  or 
other  labeling. 

PART  169— FOOD  DRESSINGS  AND 
FLAVORINGS 

Subpart  A — Ganaral  Prowfatona 

Sec. 

169.3  Definitions. 

Subpart  B — Raquiramanta  for  SpocHle 
Standardized  Food  Droaainga  artd  Flavorlnga 

169.116  French  dressing. 

169.140  Mayonnaise. 

169.160  Salad  dressing. 

169.176  Vanilla  extract. 

169.176  Concentrated  vanilla  extract. 

169.177  Vanilla  flavoring. 

169.178  Concentrated  vanilla  flavoring. 

169.179  Vanilla  powder. 

169.180  Vanllla-vanUlln  extract. 

169.181  VanUla-vanlUln  flavoring. 

169.182  Vanllla-vanUlln  powder. 

Authoritt:  Secs.  401,  701,  82  Stat.  1046  as 
amended,  1066-1066,  as  amended  by  70  Stat. 
919  (21  U.S.C.  341,  371)  unless  otherwise 
noted. 

Subpart  A — General  Provisions 
§  169.3  Definitions. 

For  the  purposes  of  this  part: 

(a)  The  term  “vanilla  beans”  means 
the  properly  cured  and  dried  fruit  pods 
of  Vanilla  planifolia  Andrews  and  of 
Vanilla  tahitensis  Moore. 

(b)  The  term  “unit  weight  of  vanilla 
b:ans"  means,  in  the  case  of  vanilla 
beans  containing  not  more  than  25  per¬ 
cent  moisture,  13.35  ounces  of  such 


beans;  and,  in  the  case  of  vanilla  beans 
ctHitaining  more  than  25  pa*cent  mois¬ 
ture,  it  means  the  weight  of  such  beans 
equivalent  in  content  of  moisture-free 
vanilla-bean  solids  to  13.35  ounces  of 
vanilla  beans  containing  25  percent 
moisture.  (For  example,  one  unit  weight 
of  vanilla  beans  ccmtainlng  33.25  per¬ 
cent  moisture  amounts  to  15  ounces.) 
The  moisture  content  of  vanilla  beans 
is  determined  by  the  method  prescribed 
in  Official  Methods  of  Analysis  of  the 
Association  of  Official  Agricultural 
Chemists,  Ninth  Edition.  1960,  sections 
22.004  and  22.005  (Ed.  note,  10th  edition, 
1965,  p.  327,  secs.  22.004,  22.0051,  except 
that  the  toluene  used  is  blended  with  20 
percent  by  volume  of  benzene  and  the 
total  distillation  time  is  4  hours.  To  pre¬ 
pare  samples  for  analysis,  the  pods  are 
chopped  into  pieces  approximately 
inch  in  longest  dimension,  using  care  to 
avoid  moisture  change. 

(c)  The  term  “unit  of  vanilla  constit¬ 
uent”  means  the  total  sapid  and  odorous 
principles  extractable  fr(Mn  one  imlt 
weight  of  vanilla  beans,  as  defined  in 
paragraph  (b)  of  this  section,  by  an 
aqueous  alcohol  solution  in  which  the 
content  of  ethyl  alcohol  by  volume 
amounts  to  not  less  than  35  percent. 

Subpart  B — Requirements  for  Specific 

Standardized  Food  Dressings  and  Flavor¬ 
ings 

§169.113  Vffneh  dressing. 

(a)  Description.  French  dressing  is  the 
separable  liquid  food  or  the  emulsified 
viscous  fluid  food  prepared  from  vege¬ 
table  oil(s)  and  one  or  both  of  the  acidi¬ 
fying  ingredients  specified  in  paragraph 

(b)  of  this  section.  One  or  more  of  the 
Ingredients  specified  in  paragraph  (c)  of 
this  section  may  also  be  used.  The  vege¬ 
table  oil(s)  used  may  contain  an  option¬ 
al  crystallization  inhibitor  as  specified  in 
paragraph  (c)(ll)  of  this  section.  All 
the  ingredients  from  which  the  food  is 
fabricated  shall  be  safe  and  suitable. 
French  dressixig  contains  not  less  than 
35  percent  by  weight  of  vegetable  oil. 
French  dressing  may  be  mixed  and 
packed  in  an  atmosphere  in  which  air 
is  replaced  in  whole  or  in  part  by  carbon 
dioxide  or  nitrogen. 

(b)  Acidifying  ingredients.  (1)  Any 
vinegar  or  any  vinegar  diluted  with 
water,  or  any  such  vinegar  pr  diluted 
vinegar  mixed  with  an  optional  acidify¬ 
ing  ingredient  as  specified  in  paragrsu}h 

(c)  (9)  of  this  section.  For  the  purpose 
of  this  paragraph,  any  blend  of  two  or 
more  vinegars  is  considered  to  be  a 
vinegar. 

(2)  Lemon  juice  and/or  lime  juice  in 
any  appropriate  form,  which  may  be  di¬ 
luted  with  water. 

(c)  Other  optional  ingredients.  The 
following  optional  ingredients  may  also 
be  used: 

(1)  Salt. 

(2)  Nutritive  carbohydrate  sweeten¬ 
ers. 

(3)  Spices  and/or  natviral  flavorings. 

(4)  Monosodium  glutamate. 

(5)  Tomato  paste,  tomato  puree,  cat¬ 
sup.  sherry  wine. 

(6)  Eggs  and  ingredients  derived  from 
eggs. 


(7)  Color  additives  that  will  impart 
the  color  traditionally  expected. 

(8)  Stabilizers  and  thickeners  to  which 
calcium  carbonate  or  sodium  hexameta- 
phosphate  may  be  added.  Dloctyl  sodium 
sulfosuccinate  may  be  added  in  accord¬ 
ance  with  S  172.810  of  this  chiq>ter. 

(9)  Citric  and/or  malic  add,  in  an 
amount  not  greater  than  25  percent  of 
the  weight  of  the  acids  of  the  vinegar 
or  diluted  Yi^^^sar  calculated  as  acetic 
acid. 

( 10)  Sequestrant(s) ,  including  but  not 
limited  to  calcium  dis(^ium  EIDTA  (cal¬ 
cium  disodium  ethylenediaminetetra- 
acetate)  and/or  disodium  EDTA  (diso¬ 
dium  ethylenediamlnetetraacetate) ,  may 
be  used  to  preserve  color  and/or  flavor. 

(11)  Crystallization  inhibitors,  in¬ 
cluding  but  not  limited  to  oxystearin. 
lecithin,  or  polyglycerol  esters  of  fatty 
acids. 

(d)  Nomenclature.  The  name  of  the 
food  is  “French  dressing”. 

(e)  Label  declaration  of  ingredients. 
Each  of  the  ingredients  used  in  the  food 
shall  be  declared  on  the  label  as  required 
by  the  applicable  sections  of  Part  101  of 
this  chapter. 

§  169.140  Mayonnaise. 

(a)  Description.  Mayonnaise,  mayon¬ 
naise  dressing,  is  the  emulsified  semisolid 
food  prepared  from  vegetable  olKs),  one 
or  both  of  the  acidifying  ingredients 
specified  in  paragraph  (b)  of  this  section, 
and  one  or  more  of  the  egg  yolk-contain¬ 
ing  ingredients  specified  in  paragraph 
(c)  of  this  section.' One  or  more  of  the 
ingredients  specified  in  paragraph  (d)  of 
this  section  may  also  be  used.  The  vege¬ 
table  olKs)  used  may  contain  an  optional 
crystallization  inhibitor  as  specified  in 
paragraph  (d)  (7)  of  this  section.  All  the 
ingredients  from  which  the  food  is  fab¬ 
ricated  shall  be  safe  and  suitable. 
Mayonnaise  contains  not  less  than  65 
percent  by  weight  of  vegetable  oil. 
Mayonnaise  may  be  mixed  and  packed 
in  an  atmosphere  in  which  air  is  replaced 
in  whole  or  in  part  by  carbon  dioxide  or 
nitrogen. 

(b)  Acidifying  ingredients.  (1)  Any 
vinegar  or  any  vinegar  diluted  with  water 
to  an  acidity,  calculated  as  acetic  acid,  of 
not  less  than  2V^  percent  by  weight,  or 
any  such  vinegar  or  diluted  vinegar 
mixed  with  an  optional  acidifying  ingre¬ 
dient  as  specified  in  paragraph  (d)  (6)  of 
this  section.  For  the  purpose  of  this  para¬ 
graph,  any  blend  of  two  or  more  vinegars 
is  considered  to  be  a  vinegar. 

(2)  Lemon  juice  and/or  lime  juice  in 
any  appropriate  form,  which  may  be 
diluted  with  water  to  an  acidity,  calcu¬ 
lated  as  citric  acid,  of  not  less  than  2t^ 
percent  by  weight. 

(c)  Egg  yolk-containing  ingredients. 
Liquid  egg  yolks,  frozen  egg  yolks,  dried 
egg  yolks,  liquid  whole  eggs,  frozen 
whole  eggs,  dried  whole  eggs,  or  any  one 
or  more  of  the  foregoing  ingredients 
listed  in  this  paragraph  with  liquid  egg 
white  or  frozen  egg  white. 

(d)  Other  optional  ingredients.  The 
following  optional  ingredients  may  also 
be  used: 

(1)  Salt. 

( 2 )  Nutritive  carbohydrate  sweeteners. 
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(3)  Any  spice  (except  saffron  or  tur¬ 
meric)  OT  natural  flavoring,  provided  it 
does  not  impart  to  the  mayonnaise  a 
color  simulating  the  color  imparted  by 
egg  yolk. 

(4)  Monosodium  glutamate. 

(5)  Sequestrant(s) ,  including  but  not 
limited  to  calcium  disodium  EDTA  (cal¬ 
cium  disodium  ethylenediamine  tetra¬ 
acetate)  and/or  disodium  EDTA  (diso¬ 
dium  ethylenediaminetetraacetate) ,  may 
be  used  to  preserve  color  and/or  flavor. 

(6)  Citric  and/or  malic  acid  in  an 
amount  not  greater  than  25  percent  of 
the  weight  of  the  acids  of  the  vinegar  or 
diluted  vinegar,  calculated  as  acetic  acid. 

(7)  Crystallization  inhibitors,  includ¬ 
ing  but  not  limited  to  oxystearin,  lecithin, 
or  polyglycerol  esters  of  fatty  acids. 

(e)  Nomenclature.  TTie  name  of  the 
food  is  “Mayonnaise"  or  “Mayonnaise 
dressing”. 

(f)  Label  declaration  of  ingredients. 
Each  of  the  ingredients  used  in  the  food 
shall  be  declared  on  the  label  as  required 
by  the  applicable  sections  of  Part  101  of 
this  chapter. 

§  169.150  Salad  dressing. 

^a)  Description.  Salad  dressing  is  the 
emulsified  semisolid  food  prepared  from 
vegetable  oil(s) ,  one  or  bo^  of  the  acidi¬ 
fying  ingredients  specified  in  paragrtqjh 
(b)  of  this  section,  one  or  more  of  ^e 
egg  yolk -containing  ingredients  siiecified 
in  paragraph  (c)  of  this  section,  and  a 
cooked  or  partly  cooked  starchy  paste 
prepared  as  specified  in  paragraph  (d) 
of  this  section.  One  or  more  of  the  in¬ 
gredients  in  paragraph  (e)  of  this  sec¬ 
tion  may  also  be  u^.  TTie  vegetable 
(»l(s)  used  may  contain  an  optional  crys¬ 
tallization  inhibitm*  as  specified  in  para¬ 
graph  (e)  (8)  of  this  section.  All  the  in¬ 
gredients  frmn  which  the  food  is  fabri¬ 
cated  shall  be  safe  and  suitable.  Salad 
dressing  contains  not  less  than  30  per¬ 
cent  by  weight  of  vegetable  oil  and  not 
less  egg  yolk-containing  Ingredient  than 
is  equivalent  in  egg  yolk  solids  content  to 
4  percent  by  weight  of  liquid  egg  yolks. 
Salad  dressing  may  be  mixed  and  packed 
in  an  atmosi^ere  in  which  air  is  replaced 
in  whole  or  in  part  by  carbon  dioxide  or 
nitrogen. 

(b)  Acidifying  ingredients.  (1)  Any 
vinegar  or  any  vinegar  diluted  with 
water,  or  any  such  vinegar  or  diluted 
vinegar  mixed  with  an  (Hitional  acidify¬ 
ing  ingredient  as  iqjecifi^  in  paragraph 
(e)  (6)  of  this  section.  For  the  purpose 
of  this  paragr^h,  any  blend  of  two  or 
more  vinegars  is  considered  to  be  a 
vinegar.  . 

(2)  Lemon  Juice  and/or  lime  juice  in 
any  ai^ropriate  form,  which  may  be 
fliluted  with  water. 

(5)  Egg  yolk-containing  ingredients. 
Liquid  egg  yolks,  frozen  egg  yolks,  dried 
egg  yolks,  liquid  whole  eggs,  frozen  whtde 
eggs,  dried  whole  eggs,  or  any  one  of 
more  oi  the  foregoing  ingredients  listed 
in  tht.s  paragraph  with  liquid  egg  white 
or  frozen  egg  white. 

(d)  Starchy  paste.  It  may  be  prepared 
from  a  food  starch,  food  starch -modified, 
tapioca  flour,  wheat  flour,  rye  flour,  or 
any  two  or  more  of  these.  Water  may  be 
added  in  the  preparation  of  the  paste. 


(e)  outer  optional  ingredients.  The 
following  optional  ingredients  may  also 
be  used. 

(1)  Salt. 

( 2 )  Nutritive  carlx^drate  sweeteners . 

(3)  Any  spice  (except  saffron  or  tur¬ 
meric)  or  natural  flavoring,  provided  it 
does  not  impart  to  the  salad  dressing  a 
color  simulating  the  color  imparted  by 
egg  yolk. 

(4)  Monosodium  glutamate. 

<5)  Stabilizers  and  thickeners.  Dioctyl 
sodium  sulfosuccinate  may  be  added  in 
accordance  with  §  172.810  of  this  chapter. 

(6)  Citric  and/or  malic  acid  may  be 
used  in  an  amount  not  greater  than  25 
percent  of  the  weight  of  the  acids  of  the 
vinegar  or  diluted  vinegar  calculated  as 
acetic  acid. 

(7)  Sequestrant(s) ,  including  but  not 
limited  to  calcium  disodium  EDTA  (cal¬ 
cium  disodium  ethylenediaminetetraace¬ 
tate)  and/or  disodium  EDTA  (disodium 
ethylenediaminetetraactetate),  may  be 
lised  t©  preserve  color  and/or  flavor. 

(8)  Crystallization  inhibitors,  includ¬ 
ing  but  not  limited  to  oxystearin,  leci¬ 
thin,  or  polyglycerol  esters  of  fatty  acids. 

(f)  Nomenclature.  The  name  ot  the 
food  is  “Salad  dressing". 

(g)  Label  declaration  of  optional  in¬ 
gredients.  Each  oi  the  in^edients  used 
in  the  food  shall  be  declared  on  the  label 
as  required  by  the  applicable  sections  of 
Part  101  of  this  chapter. 

§  169.175  Vanilla  extract. 

(a)  Vanilla  extract  is  the  solution  in 
aqueous  ethyl  alcohol  of  the  sapid  and 
odorous  principles  extractable  from  va¬ 
nilla  beans.  In  vanilla  extract  the  con¬ 
tent  of  eihyl  alcohol  is  not  less  than  35 
percent  by  volume  and  the  ccmtent  of 
vanilla  constituent,  as  defined  in  i  169.3 
(c) ,  is  not  less  than  one  unit  per  galltm. 
The  vanilla  constituent  may  be  extracted 
directly  from  vanilla  beans  or  it  may  be 
added  in  the  form  of  concentrated  va¬ 
nilla  extract  or  concentrated  vanilla 
flavoring  or  vanilla  flavoring  concen¬ 
trated  to  the  semis(did  form  called  va¬ 
nilla  oleoresin.  Vanilla  extract  may  con¬ 
tain  one  or  more  of  the  following  optional 
ingredients: 

<1)  Glycerin. 

<2)  Propylene  glycol. 

(3)  Sugar  (including  invert  sugar). 

(4)  Dextrose. 

<5)  Com  sirup  (including  dried  corn 
sirup). 

(b)  (1)  The  specified  name  of  the  food 
is  “Vanilla  extract"  or  “Extract  of  va¬ 
nilla”. 

(2)  When  the  vanilla  extract  is  made 
in  whole  or  in  part  by  dilution  of  vanilla 
oleoresin,  concentrated  vanilla  extract, 
or  concentrated  vanilla  flavoring,  the 
label  shall  bear  the  statement  “Made 

from _ ”  or  “Made  in  part  from 

_ ”,  the  blank  being  filled  in 

with  the  name  or  names  “vanilla  oleo¬ 
resin”,  “concentrated  vanilla  extract",  or 
“concentrated  vanilla  flavoring”,  as  ap¬ 
propriate.  If  the  article  contains  two  or 
more  imits  oi  vanilla  constituent,  the 
name  oi  the  food  shall  include  the  desig¬ 
nation  “ _ fold”,  the  blank  being 

filled  in  with  the  whole  number  (disre¬ 
garding  fracticms)  expressing  the  num¬ 


ber  of  units  of  vanilla  constituent  per 
gallon  of  the  article. 

(3)  Wherever  the  name  of  the  food 
appears  on  the  label  so  conspicuously  as 
to  be  easily  seen  imder  customary  condi¬ 
tions  of  purchase,  the  labeling  required 
by  paragraph  (b)  (2)  of  this  section  shall 
Immediately  and  c<mspicuously  precede 
or  follow  such  name,  without  intervening 
w’ritten,  printed,  or  graphic  matter. 

§  169.176  Concentrdted  vanilla  evtrarl. 

(a)  Concentrated  vanilla  extract  con¬ 
forms  to  the  definition  and  standard  of 
identity  and  is  subject  to  any  require¬ 
ment  for  label  statement  of  optional  in¬ 
gredients  prescribed  for  vanilla  extract 
by  §  169.175,  except  that  It  Is  concen¬ 
trate  to  remove  part  of  Uie  solvent,  and 
each  gallon  contains  two  or  more  units 
of  vanilla  constituent  as  defined  in 
(  169.3(c).  The' content  of  ethyl  alcohol 
is  not  less  than  35  percent  by  voliune. 

(b)  The  specine  name  of  the  food  is 

“Concentrate  vanilla  extract _ 

fold”  or  “ _ fold  concentrated 

vanilla  extract”,  the  blank  being  filled 
in  with  the  whole  number  (disregarding 
fractions)  expressing  the  number  of 
units  of  vanilla  constituent  per  gallon 
of  the  article.  (For  example,  “Concen¬ 
trated  vanilla  extract  2-fold”.) 

§  169.177  Vanilla  flavoring. 

(a)  Vanilla  flavoring  conforms  to  the 
definition  and  standard  of  Identity  and 
is  subject  to  any  requirement  for  label 
statement  of  optional  ingredients  pre¬ 
scribed  for  vanilla  extract  by  f  169.175, 
except  that  its  content  of  ethyl  alcohol  is 
less  than  35  percent  by  volume. 

(b)  The  specified  name  of  the  food  is 
"Vanilla  flavoring”. 

§  169.178  Concentralod  vanilla  flavor¬ 
ing. 

fa)  Concentrated  vanilla  flavoring 
conforms  to  the  definition  and  standard 
oi  identity  and  is  subject  to  any  require¬ 
ment  for  label  statemoat  of  optional  in¬ 
gredients  prescribed  for  vanilla  flavoring 
by  S  169.177,  except  that  It  Is  concen¬ 
trated  to  remove  part  of  the  solvent,  and 
each  gallon  contains  two  or  more  units 
of  vanilla  constituent  as  defined  in 
§  169.3(c). 

(b)  ITie  specified  name  of  the  food 
is  “Concentrated  vanilla  flavoring 
_ fold"  OT  “ _ fold  con¬ 
centrated  vanilla  flavoring”,  the  blank 
being  filled  in  with  the  whole  number 
(disregarding  fractiems)  expressing  the 
number  of  units  of  vanilla  constituent 
per  gallOTi  of  the  article.  (For  example. 
“Cimcentratert  vanilla  flavoring  3-fold”.> 

§  169.179  Vanilla  powder. 

(a)  Vanilla  powder  is  a  mixture  of 
ground  vanilla  beans  or  vanilla  oleoresin 
or  both,  with  one  or  more  of  the  follow¬ 
ing  optional  blending  ingredients: 

(1)  Sugar. 

(2)  Dextrose. 

(3)  Lactose. 

(4)  Food  starch  (including  food 
starch-modified  as  prescribed  in 
{  172.892  of  this  chapter> . 

(5)  Dried  com  sirup. 

<6>  Gum  acacia. 
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Vanilla  powder  may  contain  one  or  any 
mixture  of  two  or  more  of  the  anticaking 
ingredients  specified  in  paragr84>h  (b) 
of  this  section,  but  the  total  weight  of 
any  such  ingredient  or  mixture  is  not 
more  than  2  percent  of  the  weight  of  the 
finished  van^a  powder.  Vanilla  powder 
contains  in  each  8  poimds  not  less  than 
one  unit  of  vanilla  constituent,  as  de¬ 
fined  in  §  169.3(c). 

(b)  The  anticaking  ingredients  re¬ 
ferred  to  in  paragraph  (a)  of  this  section 
are: 

( 1 )  Aluminum  calcium  silicate. 

(2)  Calcium  silicate. 

(3)  Calcium  stearate. 

(4)  Magnesium  silicate. 

(5)  Tricalcium  phosphate. 

(c) (1)  The  specified  name  of  the  food 

is  “Vanilla  powder _ fold”  or 

“ - fold  vanilla  powder”,  except 

that  if  sugar  is  the  optional  blending  in¬ 
gredient  used,  the  word  “sugar”  may  re¬ 
place  the  woM  “powder”.  The  blank  in 
the  name  is  filled  in  with  the  whole  num¬ 
ber  (disregarding  fractions)  expressing 
the  number  of  units  of  vanilla  constitu¬ 
ent  per  8  poimds  of  the  article.  How¬ 
ever,  if  the  strength  of  the  article  is  less 

than  2-fold,  the  term  " _ fold” 

is  omitted  from  the  name. 

(2)  The  label  of  vanilla  powder  shall 
bear  the  common  names  of  any  of  the 
optional  ingredients  specified  in  para¬ 
graphs  (a)  and  (b)  of  this  section  ttiat 
are  used,  except  that  where  the  alterna¬ 
tive  name  “Vanilla  sugar”  is  used  for 
designating  the  food  it  Is  not  required 
that  sugar  be  named  as  an  optional 
ingredient. 

(3)  Wherever  the  name  of  the  food 
appears  cm  the  label  so  conspicuously  as 
to  be  easily  seen  under  customary  condi¬ 
tions  of  purchsise,  the  labeling  required 
by  pEuagraph  (c)  (2)  of  this  section 
shall  immediately  and  conspicuously  pre¬ 
cede  or  follow  such  name,  without  inter¬ 
vening  written,  printed,  or  graphic 
matter. 

§  169.180  Vanilla-vanillin  exIracU 

(a)  Vanilla-vanillin  extract  conforms 
to  the  definition  and  standard  of  iden¬ 
tity  and  is  subject  to  any  requirement  for 
label  statement  of  optional  ingredients 
prescribed  for  vanilla  extract  by  S 169.- 
175,  except  that  for  each  unit  of  vanilla 
constituent,  as  defined  in  §  169.3(c) ,  con¬ 
tained  therein,  the  article  also  contains 
not  more  than  1  ounce  of  added  vanillin. 

(b)  The  specified  name  of  the  food 

is  “Vanilla-vanillin  extract  _ 

fold”  or“ - fold  vanilla-vanillin 

extract”,  followed  immediately  by  the 
statement  “contains  vanillin,  an  arti¬ 
ficial  fiavor  (or  flavoring)”.  The  blank 
in  the  name  is  filled  in  with  the  whole 
number  (disregarding  fractions)  ex¬ 
pressing  the  siun  of  the  number  of  units 
of  vanilla  constituent  plus  the  number 
of  ounces  of  added  vanillin  per  gallon  of 
the  article.  However,  if  the  strength 
of  the  article  is  less  than  2-fold,  the 

term  “ - fold”  is  omitted  from 

the  name. 

§  169.181  Vanilla-vanillin  flavoring. 

<  a>  Vanilla -vanillin  flavoring  conforms 
to  the  definition  and  standard  of  Identity 


and  is  subject  to  any  requirement  fmr 
label  statement  of  opticmal  ingredients 
prescribed  for  vanilla-vanillin  extract  by 
S  169.180,  except  that  its  content  of  ethyl 
alcohol  is  less  than  35  percent  by  volume, 
(b)  The  specified  name  of  the  food  is 

“Vanilla-vanillin  flavoring  _ 

fold”  or  “ _ fold  vanilla-vanil¬ 

lin  flavoring”,  followed  immediately  by 
the  statement  “contains  vanillin,  an  arti¬ 
ficial  flavor  (or  flavOTing)”.  The  blank 
in  the  name  is  filled  in  with  the  whole 
number  (disregarding  fractions)  -ex¬ 
pressing  the  sum  of  the  niunber  of  units 
of  vanilla  constituent  plus  the  number 
of  ounces  of  added  vanillin  per  gallon 
of  the  article.  However,  if  the  strength 
of  the  article  is  less  than  2-fold,  the 

term  “ _ fold”  is  omitted  from 

the  name. 

§  169.182  Vanilla-vanillin  powder. 

(a)  Vanilla- vanillin  powder  conforms 
to  the  definition  and  standard  of  identity 
and  is  subject  to  any  requirement  for 
label  statement  of  c^tional  ingredients 
prescribed  for  vanilla  powder  by 
§  169.179,  except  that  for  each  imit  of 
vanilla  constituent  as  defined  in  9  169.3 

(c)  contained  therein,  the  article  also 
contains  not  more  than  1  ounce  of  added 
vanillin. 

(b)  The  specified  name  of  the  food  is 

“Vanllla-vanlllln  powder  _ 

fold”  or  “ _ fold  vanilla-vanlUln 

powder”,  foUowed  immediately  by  the 
statement  “contains  vanillin,  an  artificial 
flavor  (or  flavoring)”.  If  sugar  is  the 
(^ional  blending  ingredient  used,  the 
word  “sugar”  may  replace  the  word 
“powder”  in  the  name.  The  blank  in  the 
name  iS  filled  in  with  the  whole  number 
(disregarding  fractions)  expressing  the 
sum  of  the  number  of  units  of  vanilla 
constituent  plus  the  niunber  of  ounces  of 
added  vanillin  per  8  pounds  of  the  article. 
However,  if  the  strength  of  the  article  is 

less  than  2-fold  the  term  “ _ 

fold”  is  omitted  from  the  name. 

PART  170 — FOOD  ADDITIVES 

Subpart  A  Oancral  Provisions 

Sec. 

170.3  Definitions. 

170.6  Opinion  letters  on  food  additive 
status. 

170.10  Food  additives  in  standardized  foods. 
170.15  Adoption  ot  regulation  on  Initiative 
of  Commissioner. 

170.17  Exemption  for  investigational  use 

and  procedure  for  obtaining  au¬ 
thorization  to  market  edible  prod¬ 
ucts  from  experimental  animals. 

170.18  Tolerances  tor  related  food  additives. 

170.19  Pesticide  chemicals  in  processed 

foods. 

Subpart  B — Food  Additive  Safety 

170.20  Oeneral  principles  for  evaluating  the 

safety  of  food  additives.' 

170.22  Safety  factors  to  be  considered. 

170.30  EllglbUlty  for  classification  as  gen¬ 
erally  recognized  as  scde  (ORAS). 
170.35  Affirmation  of  generally  recognized  as 
safe  (ORAS)  statue. 

170.38  Determination  of  food  additive 
status. 

Subpart  C — Specific  Administrative  Rulings  and 
Decisions 

170.45  Plu(»'lne-oontalnlng  compounds. 
170.50  Olyclne  (amlnoacetic  add)  In  food 
for  human  consumption. 


Sec. 

170.60  Nitrites  and  or  nitrates  in  curing 
premlxea. 

AT7TH(»rrT:  Secs.  409,  701,  52  Stat.  1055- 
1066  aa  amended.  72  Stat.  1785-1788  as 
amended  (21  U.S.C.  348,  371),  unless  other¬ 
wise  noted. 

Subpart  A — General  Provisions 
§  170.3  Definitions. 

For  the  purposes  of  this  subchapter, 
the  following  definitions  apply: 

(a)  “Secretary”  means  the  Secretary 
of  Health,  Education,  and  Welfare. 

(b)  “Department”  means  the  Depart¬ 
ment  of  Health,  Education,  and  Welfare. 

(c)  “Commissioner”  means  the  Com¬ 
missioner  of  Food  and  Drugs. 

(d)  As  used  in  this  part,  the  term 
“act”  means  the  Federal  Food,  Drug,  and 
Cosmetic  Act  approved  June  25,  1936,  52 
Stat.  1040  et  seq.,  as  amended  (21  U.S.C. 
301-392). 

(e)  “Food  additives”  includes  all  sub¬ 
stances  not  exempted  by  sectimi  201(8) 
of  the  act,  the  Intended  use  of  which  re¬ 
sults  or  may  reasonably  be  expected  to 
result,  directly  or  indirectly,  either  in 
their  beciMning  a  cmnponent  of  food  or 
otherwise  affecting  the  characteristics  of 
food.  A  material  used  in  the  production 
of  containers  and  packages  is  subject  to 
the  definition  if  it  may  reasonably  be  ex¬ 
pected  to  become  a  component,  or  to  af¬ 
fect  the  characteristics,  directly  or  in¬ 
directly,  of  food  packed  in  the  container. 
“Affecting  the  characteristics  of  food” 
does  not  include  such  physical  effects,  as 
protecting  contents  of  packages,  pre¬ 
serving  shape,  and  preventing  moisture 
loss.  If  there  is  no  migration  of  a  pack¬ 
aging  component  from  the  piackage  to 
the  food,  it  does  not  become  a  component 
of  the  food  and  thus  is  not  a  food  addi¬ 
tive.  A  substance  that  does  not  become  a 
component  of  food,  but  that  is  used,  for 
example,  in  preparing  an  ingredient  of 
the  food  to  give  a  different  flavor,  texture, 
or  other  characteristic  in  the  food,  may 
be  a  food  additive. 

(f)  “Common  use  in  food”  means  a 
substantial  history  of  consumption  of  a 
substance  by  a  significant  number  of  con- 
siuners  in  the  United  States. 

(g)  The  word  “substance”  in  the  defi¬ 
nition  of  the  term  “food  additive”  in¬ 
cludes  a  food  or  food  component  con¬ 
sisting  of  one  or  more  ingredients. 

(h)  “Scientific  procedures”  include 
those  human,  animal,  analytical,  and 
other  scientific  studies,  whether  pub¬ 
lished  or  unpublished,  appropriate  to 
establish  the  safety  of  a  substance. 

(i)  “Safe”  or  “safety”  means  that  there 
is  a  reasonable  certainty  in  the  minds  of 
competent  scientists  that  the  substance 
is  not  harmful  under  the  intended  condi¬ 
tions  of  use.  It  is  impossible  in  the  pres¬ 
ent  state  of  scientific  knowledge  to  estab¬ 
lish  with  complete  certainty  the  absolute 
harmlessness  of  the  use  of  any  substance. 
Safety  may  be  determined  by  scientific 
procedures  or  by  general  recognition  of 
safety.  In  determining  safety,  the  follow¬ 
ing  factors  shall  be  considered: 

(1)  The  probable  consumption  of  the 
substance  and  of  any  substance  formed 
in  or  on  food  because  of  its  use. 
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(2)  The  cumulative  effect  of  the  sub¬ 
stance  in  the  diet,  U^lng  Into  account 
any  chemically  or  pharmacologically  re¬ 
lated  substance  or  substances  in  such 
diet. 

(3)  Safety  factors  which,  in  the  opin¬ 
ion  of  experts  qualified  by  scientific 
training  and  experience  to  evaluate  the 
safety  of  food  and  food  Ingredients,  are 
generally  recognized  as  appropriate. 

( j)  The  term  “nonperlshable  processed 
food”  means  any  processed  food  not  sub¬ 
ject  to  rapid  decay  or  deterioration  that 
would  render  it  unfit  for  consumption. 
Examples  are  flour,  sugar,  cereals,  pack¬ 
aged  cockles,  and  crackers.  Not  included 
are  hermetically  sealed  foods  or  manu¬ 
factured  dairy  products  and  other  proc¬ 
essed  foods  requiring  refrigeration. 

(k)  “General  recognition  of  safety” 
shall  be  determined  in  accordance  with 
§  170.30. 

(l)  “Prior  sanction”  means  an  explicit 
approval  granted  with  respect  to  use  of 
a  substance  in  food  prior  to  September  6, 
1958,  by  the  Pood  and  Drug  Administra¬ 
tion  or  the  United  States  Department  of 
Agriculture  pursuant  to  the  P^eral 
Pood,  Drug,  and  Cosmetic  Act,  the  Poul¬ 
try  Products  Inspection  Act,  or  the  Meat 
Inspection  Act. 

(m)  “Food”  includes  human  food,  sub¬ 
stances  migrating  to  food  from  food- 
contact  articles,  pet  food,  and  animal 
feed. 

(n)  The  following  general  food  cate¬ 
gories  are  established  to  group  specific 
related  foods  together  for  the  purpose 
of  establishing  tolerances  or  limitations 
for  the  use  of  direct  human  food  ingredi¬ 
ents.  Individual  food  products  wdll  be  in¬ 
cluded  within  these  categories  according 
to  the  detailed  classification  lists  con¬ 
tained  in  Exhibit  33B  of  the  report  of 
the  National  Academy  of  Sciences/lfa- 
tional  Research  Council  report,  “A  Com¬ 
prehensive  Survey  of  Industry  on  the 
Use  of  Pood  Chemicals  Generally  Recog- 
xilzed  as  Safe”  (September  1972) : 

(1)  Baked  goods  and  baking  mixes. 
Including  all  ready-to-eat  and  ready-to- 
bake  products,  flours,  and  mixes  requir¬ 
ing  preparation  before  serving. 

(2)  Averages,  alcoholic,  including 
malt  beverages,  wines,  distilled  liquors, 
and  cocktail  mix. 

'  (3)  Beverages  and  beverage  bases, 
nonalcoholic,  including  only  special  or 
spiced  teas,  soft  drinks,  coffee  substi¬ 
tutes,  and  fruit  and  vegetable  flavored 
gelatin  drinks. 

(4)  Breakfast  cereals,  including  ready- 
to-eat  and  instant  and  regular  hot 
cereals. 

(5)  Cheeses,  including  curd  and  whey 
cheeses,  cream,  natural,  grating,  proc¬ 
essed,  spread,  dip,  and  miscellaneous 
cheeses. 

(6)  Chewing  gmn,  including  all  forms. 

(7)  Coffee  and  tea,  including  regular, 
decaffeinated,  and  instant  types. 

(8)  Condiments  and  relishes,  includ¬ 
ing  plain  seasoning  sauces  and  spreads, 

1* Copies  may  be  obtained  from;  National 
Technical  Information  Service  (NTIS),  5?85 
Port  Royal  Bd.,  Springfield,  VA  22151. 


olives,  pickles,  and  relishes,  but  not  spices 
or  herbs. 

(9)  Confections  and  frostings,  includ¬ 
ing  candy  and  flavored  frostings,  marsh¬ 
mallows,  baking  chocolate,  and  brown, 
lump,  rock,  maple,  powdered,  and  raw 
sugars. 

(10)  Dairy  product  analogs,  including' 
nondairy  milk,  frozen  or  liquid  cream¬ 
ers,  coffee  whlteners,  toppings,  and  other 
nondairy  products. 

<11)  £^g  products,  including  liquid, 
frozen,  or  dried  eggs,  and  egg  dishes 
made  therefrom,  i.e.,  egg  roll,  egg  foo 
young,  egg  salad,  and  frozen  multi¬ 
course  egg  meals,  but  not  fresh  eggs. 

(12)  Fats  and  oils,  including  mar¬ 
garine,  dressings  for  salads,  butter,  salad 
oils,  shortenings  and  cooking  oils. 

(13)  Fish  products,  including  all  pre¬ 
pared  main  dishes,  salads,  appetizers, 
frozen  multicourse  meals,  and  spreads 
containing  flsh,  shellfish,  and  other 
aquatic  animals,  but  not  fresh  flsh. 

(14)  Fresh  eggs,  including  cooked  eggs 
and  egg  dishes  made  only  from  fresh 
shell  eggs. 

(15)  Fresh  flsh,  including  only  fresh 
and  frozen  flsh,  shellfish,  and  other 
aquatic  animals. 

(16)  Fresh  fruits  and  fruit  juices,  in¬ 
cluding  only  raw  fruits,  citrus,  melons, 
and  berries,  and  home-prepared  “-ades” 
and  punches  made  therefrom. 

(17)  Fresh  meats,  including  only  fresh 
or  home-frozen  beef  or  veal,  pork,  lamb 
or  mutton  and  home-prepared  fresh 
meat-containing  dishes,  salads,  appetiz¬ 
ers,  or  sandwich  spreads  made  therefrom. 

(18)  Fresh  poultry,  including  only 
fresh  or  home-frozen  pxniltry  and  game 
birds  and  home-prepMtred  fresh  poultry- 
containing  dishes,  salads,  appetizers,  or 
sandwich  spreads  made  therefrom. 

(19)  Fresh  vegetables,  t(Hnatoes,  and 
potatoes,  including  only  fresh  and  home- 
prepared  vegetables. 

(20)  Frozen  dairy  desserts,  and  mixes, 
including  ice  cream,  ice  milks,  sherbets, 
and  other  frozen  dairy  desserts  and  spie- 
cialties. 

(21)  Finit  and  water  ices,  including 
all  frozen  fruit  and  water  ices. 

(22)  Gelatins,  puddings,  and  fillings, 
including  flavored  gelatin  desserts,  pud¬ 
dings,  custards,  parfaits,  pie  fillings,  and 
gelatin  base  salads. 

(23)  Grain  products  and  pastas,  in¬ 
cluding  macaroni  and  noodle  products, 
rice  dishes,  and  frozen  multicourse 
meals,  without  meat  or  vegetables. 

(24)  Gravies  and  sauces,  including  all 
meat  sauces  and  gravies,  and  tomato, 
milk,  buttery,  and  si>ecialty  sauces. 

(25)  Hard  candy  and  cough  dropjs,  in¬ 
cluding  all  hard  tyi)e  candies. 

(26)  Herbs,  seeds,  spices,  seasonings, 
blends,  extracts,  and  flavorings,  includ¬ 
ing  all  natural  and  artificial  spices, 
blends,  and  flavors. 

(27)  Jams  and  jellies,  home-prepiared, 
including  only  home-prepiar^  Jams, 
jellies,  fruit  butters,  preserves,  and  sweet 
sprea(is. 

(28)  Jams  and  jellies,  commercial,  in¬ 
cluding  only  commercially  processed 
jams,  jellies,  fruit  butters,  preserves,  and 
sweet  spreads. 


(29)  Meat  products.  Including  all 
meats  and  meat  containing  dishes, 
salads,  i4>petlzers,  frozen  multicourse 
meat  meals,  and  sandwich  ingredioits 
prepjared  by  oxnmercial  processing  or 
using  commercially  processed  meats  with 
home  preparation. 

(30)  Milk,  whole  and  skim,  including 
only  whole,  lowfat,  and  skim  fluid  milks. 

(31)  Milk  products,  including  flavored 
milks  and  milk  drinks,  dry  milks,  top¬ 
pings,  snack  dipw,  spreads,  weight  con¬ 
trol  milk  beverages,  and  other  milk  origin 
products. 

(32)  Nuts  and  nut  products,  including 
whole  or  shelled  tree  nuts,  peanuts,  co¬ 
conut,  and  nut  and  peanut  spreads. 

(33)  Plant  protein  products.  Including 
the  National  Academy  of  Sciences/ 
National  Research  Council  “reconstituted 
vegetable  protein”  category,  and  meat, 
poultry,  and  fish  substitutes,  analogs,  and 
extender  products  made  from  plant  pro¬ 
teins. 

(34)  Poultry  products,  including  all 
poultry  and  poultry-containing  dishes, 
salads,  appetizers,  frozen  multi(ourse 
poultry  meals,  and  sandwich  Ingredients 
prepared  by  commercial  processing  or 
using  c(»nmercially  processed  poultry 
with  home  preparation. 

(35)  Processed  fruits  and  fruit  juices, 
including  all  commercially  processed 
fruits,  citrus,  berries,  and  mixtures;  sal¬ 
ads,  juices  and  juice  punches,  concen¬ 
trates,  dilutions,  “-ades”,  and  drink  sub¬ 
stitutes  made  therefrom. 

(36)  Processed  vegetables  and  vegeta¬ 
ble  juices,  including  all  ccmunerciedly 
processed  vegetables,  vegetable  dishes, 
frozen  multicourse  vegetable  meals,  and 
vegetable  Juices  and  blends. 

(37)  Snack  foods,  including  chips, 
pretzels,  and  other  novelty  snacks. 

(38)  Soft  candy,  including  candy  bars, 
chocolates,  fudge,  mints,  and  other 
chewT  or  nougat  candies. 

(39)  Soups,  home-prepared,  including 
meat,  fish,  poultry,  vegetable,  and  com¬ 
bination  home-prepared  soups. 

(40)  Soups  and  soup  mixes,  including 
commercially  prepared  meat,  fish,  poul¬ 
try,  vegetable,  and  combination  soups 
and  soup  mixes. 

(41)  Sugar,  white,  granulated,  includ¬ 
ing  only  white  granulated  sugar. 

(42)  Sugar  substitutes,  including 
granulated,  liquid,  and  tablet  sugar  sub¬ 
stitutes. 

(43)  Sweet  sauces,  toppings,  and 
siTups,  including  chocolate,  berry,  fruit, 
com  syrup,  and  maple  sweet  sauces  and 
toppings. 

(o)  The  f (lowing  terms  describe  the 
physical  or  technical  functional  effects 
for  which  direct  human  food  ingredients 
may  be  added  to  foods.  They  are  adopted 
from  the  National  Academy  of  Sciences/ 
National  Research  Council  national  sur¬ 
vey  of  food  industries,  reported  to  the 
Food  and  Drug  Administrati(xi  under  the  -* 
contract  title  “A  Comprehensive  Survey 
of  Industry  on  the  Use  of  Food  Chemicals 
Generally  Recognized  as  Safe”  (Septem¬ 
ber  1972) :  ” 

(1)  “Antlcaklng  agents  and  free-flow 
agents”:  Substances  added  to  flndy  pow- 


FEDERAl  REGISTER,  VOl.  42,  NO.  50 — TUESDAY,  MARCH  15.  1977 


tULES  AND  REGULATIONS 


14485 


dered  or  crystalline  food  products  to  pre¬ 
vent  caking,  lumping,  or  agglomeration. 

(2)  “Antimicrobial  agents":  Sub¬ 
stances  used  to  preserve  food  by  prevent¬ 
ing  growth  of  microorganisms  and  sub¬ 
sequent  spoilage,  including  fungistats. 
mold  and  rope  inhibitors,  and  the  effects 
listed  by  the  National  Academy  of  Sci¬ 
ences/National  Research  Council  under 
‘•preservatives.” 

(3)  “Antioxidants”:  Substances  used 
to  preserve  food  by  retarding  deteriora¬ 
tion.  rancidity,  or  discoloration  due  to 
oxidation. 

(4)  “Colors  and  coloring  adjuncts": 
Substances  used  to  Impart,  preserve,  or 
enhance  the  color  or  shading  of  a  food, 
including  color  stabilizers,  color  fixatives, 
color-retention  agents,  etc. 

(5)  “Curing  and  pickling  agents”: 
Substances  Imparting  a  xmique  flavor 
and/or  color  to  a  food,  usually  producing 
an  increase  in  shelf  life  stability. 

(6)  “Dough  strengtheners”:  Sub¬ 
stances  used  to  modify  starch  and  gluten, 
thereby  producing  a  more  stable  dough, 
including  the  applicable  effects  listed 
by  the  National  Academy  of  Sciences/ 
National  Research  Council  under  “dough 
conditioner.” 

(7)  “Drying  agents”:  Substances  with 
moisture-absorbing  ability,  used  to  main¬ 
tain  an  environment  of  low  moisture. 

(8)  “Emulsifiers  and  emulsifier  salts”: 
Substances  which  modify  surface  tension 
in  the  component  phase  of  an  emulsion 
to  establish  a  uniform  dispersion  or 
emulsion. 

(9)  “Enzymes”:  Enzymes  used  to  im¬ 
prove  food  processing  and  the  quality  of 
the  finished  food. 

(10)  “Firming  agents”:  Substances 
added  to  precipitate  residual  pectin,  thus 
strengthening  the  supporting  tissue  and 
preventing  its  collapse  during  processing. 
•  (11)  “Flavor  enhancers”:  Substances 
added  to  supplement,  enhance,  or  modify 
the  original  taste  and/or  aroma  of  a 
food,  without  imparting  a  characteris¬ 
tic  taste  or  aroma  of  its  own. 

(12)  “Flavoring  agents  and  adju¬ 
vants”:  Substances  added  to  impart  or 
help  impart  a  taste  or  aroma  in  food. 

(13)  “Flour  treating  agents”:  Sub¬ 
stances  added  to  milled  flour,  at  the  mill, 
to  improve  its  color  and/or  baking  quali¬ 
ties,  including  bleaching  and  maturing 
agents. 

(14)  “Formulation  aids":  Substances 
used  to  prcMnote  or  produce  a  desired 
physical  state  or  texture  in  f(x>d.  includ¬ 
ing  carriers,  binders,  fillers,  plasticizers, 
film-formers,  and  tableting  aids,  etc. 

(15)  “Fumigants”:  Volatile  substances 
used  for  contitdling  insects  or  pests. 

(16)  “Humectants”:  Hygroscopic  sub¬ 
stances  incorporated  in  food  to  pnxnote 
retention  of  moisture,  including  mois¬ 
ture-retention  agents  and  antidusting 
agents. 

(17)  “Leavening  agents”:  Substances 
used  to  produce  or  stimulate  production 
of  carbon  dioxide  in  baked  goods  to  Im¬ 
part  a  light  texture.  Including  yeast, 
yeast  foods,  and  calcium  salts  listed  by 
the  Nationsd  Academy  of  Sciences/Na¬ 


tional  Research  Council  under  “dough 
conditioners.” 

(18)  “Lubricants  and  release  agents”: 
Substances  added  to  food  contact  sur¬ 
faces  to  prevent  ingredients  and  finished 
products  from  sticking  to  them. 

(19)  “Non-nutritive  sweeteners":  Sub¬ 
stances  having  less  than  2  percent  of 
the  caloric  value  of  sucrose  per  equiva¬ 
lent  unit  of  sweetening  capacity. 

(20)  “Nutrient  supplements”:  Sub¬ 
stances  which  are  necessary  for  the 
bodv's  nutritional  and  metabolic  proc¬ 
esses. 

(21)  “Nutritive  sweeteners”:  Sub¬ 
stances  having  greater  than  2  percent  of 
the  caloric  value  of  sucrose  per  equiva¬ 
lent  unit  of  sweetening  capacity. 

(22)  “Oxidizing  and  reducing  agents”: 
Substances  which  chemically  oxidize  or 
reduce  another  food  ingredient,  thereby 
producing  a  more  stable  product,  includ¬ 
ing  the  applicable  effect  listed  by  the 
National  Academy  of  Sciences /National 
Research  Council  imder  “dough  condi¬ 
tioners.” 

(23)  “pH  control  agents”:  Substances 
added  to  change  or  maintain  active  acid¬ 
ity  or  basicity,  including  buffers,  acids, 
alkalies,  and  neutralizing  agents. 

(24)  “Processing  aids”:  Substances 
used  as  manufacturing  aids  to  enhance 
the  appeal  or  utility  of  a  food  or  food 
component,  including  clarifying  agents, 
clouding  agents,  catal3rsts.  fiocculents. 
filters  aids,  and  crystallization  inhibi¬ 
tors,  etc. 

(25)  “Propellants,  aerating  agents, 
and  gases”:  Gases  used  to  supply  force  to 
expel  a  product  or  used  to  reduce  the 
amount  of  oxygen  in  contact  with  the 
food  in  packaging. 

(26)  “Sequestrants”:  Substances 
which  combine  with  polyvalent  metal 
ions  to  form  a  soluble  metal  c<xnplex,  to 
improve  the  quality  and  stability  of 
products. 

(27)  “Solvents  and  vehicles”:  Sub¬ 
stances  used  to  extract  or  dissolve  an¬ 
other  substance. 

(28)  “Stabilizers  and  thickeners”: 
Substances  used  to  produce  viscous  solu¬ 
tions  or  dispersions,  to  impart  body,  im¬ 
prove  consistency,  or  stabilize  emulsions, 
including  suspending  and  bodying 
agents,  setting  agents,  jellying  agents, 
and  bulking  agents,  etc. 

(29)  “Surface-active  agents”:  Sub¬ 
stances  used  to  modify  surface  proper¬ 
ties  of  liquid  food  components  for  a 
variety  of  effects,  other  than  emulsifiers, 
but  including  solubilizing  agents,  dis¬ 
persants,  detergents,  wetting  agents,  re¬ 
hydration  enhancers,  whipping  agents, 
foaming  agents,  and  defoaming  agents, 
etc. 

(30)  “Surface-finishing  agents”:  Sub¬ 
stances  used  to  increase  palatability, 
preserve  gloss,  and  inhibit  discoloration 
of  foods,  including  glazes,  polishes, 
waxes,  and  protective  coatings. 

(31)  “Synergists”:  Substances  used  to 
act  .or  react  with  another  food  ingredi¬ 
ent  to  produce  a  total  effect  differoit  or 
greater  than  the  sum  of  the  effects  pro¬ 
duced  by  the  individual  ingredients. 


(32)  “Texturizers”:  Substances  which 
affect  the  appearance  or  feel  of  the  food. 

§  170.6  Opinion  letters  on  food  additive 
status. 

(a)  Over  the  years  the  Food  sutd  Drug 
Administration  has  given  informal  writ¬ 
ten  opinions  to  inquiries  as  to  the  safety 
of  articles  intended  for  use  as  compo¬ 
nents  of,  or  in  contact  with,  food.  Prior 
to  the  enactment  of  the  Food  Additives 
Amendment  of  1958  (Public  Law  85-929; 
Sept.  6,  1958),  these  opinions  were  given 
pursuant  to  section  402(a)(1)  of  the 
Federal  Food.  Drug,  and  Cosmetic  Act. 
w'hich  reads  in  part:  “A  food  shall  be 
deemed  to  be  adulterated  if  it  bears  or 
contains  any  poisonous  or  deleterious 
substance  which  may  render  it  injurious 
to  health;”. 

(b)  Since  enactment  of  the  Food  Ad¬ 
ditives  Amendment,  the  Food  and  Drug 
Administration  has  advised  such  in¬ 
quirers  that  an  article; 

(1)  Is  a  food  additive  within  the 
meaning  of  section  201  (s)  of  the  act;  or 

(2)  Is  generally  recognized  as  safe 
(GRAS) ;  or 

(3)  Has  prior  sanction  or  approval 
under  that  amendment;  or 

(4)  Is  not  a  food  additive  under  the 
conditions  of  intended  use. 

(c)  In  the  interest  of  the  public  health, 
such  articles  which  have  been  considered 
in  the  past  by  the  Food  and  Drug  Admin- 
istratimi  to  be  safe  under  the  provisions 
of  section  402(a)(1),  or  to  be  generally 
recognized  as  safe  for  their  intended  use. 
or  U>  have  prior  sanction  or  approval,  or 
not  to  be  food  additives  under  the  con¬ 
ditions  of  intended  use,  must  be  re¬ 
examined  in  the  light  of  current  scien¬ 
tific  information  and  current  principles 
for  evaluating  the  safety  of  food  addi¬ 
tives  if  their  use  is  to  be  continued. 

(d)  Because  of  the  time  span  involved, 
copies  of  many  of  the  letters  in  which 
the  Food  and  Drug  Administration  has 
expressed  an  informal  opinion  concern¬ 
ing  the  status  of  such  articles  may  no 
longer  be  in  the  file  of  the  Food  and 
Drug  Administration.  In  the  absence  of 
information  concerning,  the  names  and 
uses  made  of  all  the  articles  referred  to 
in  such  letters,  their  safety  of  use  can¬ 
not  be  reexamined.  For  this  reason  all 
food  additive  status  opinions  of  the  kind 
described  in  paragraph  (c)  of  this  sec¬ 
tion  given  by  the  Food  and  Drug  Admin¬ 
istration  are  hereby  revoked. 

(e)  The  prior  (n>ini(ms  of  the  kind 
described  in  paragraph  (c)  of  this  sec- 
ti(Hi  will  be  replaced  by  qualified  and 
current  opinions  if  the  recipient  of  each 
such  letter  forwards  a  copy  of  each  to 
the  Department  of  Health.  Education, 
and  Welfare,  Food  and  Drug  Adminis¬ 
tration,  Bureau  of  Foods.  Pesticides,  and 
Product  Safety,  Office  of  Compli^ce, 
200  C  Street  SW.,  Washington,  DC 
20204,  along  with  a  copy  of  his  letter  of 
inquiry,  on  or  before  Ju^  23, 1970. 

(f )  This  section  does  not  apply  to  food 
additive  status  opinion  letters  pertaining 
to  articles  that  were  considered  by  the 
Food  and  Drug  Administration  to  be  food 
additives  nor  to  articles  included  In  reg- 
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ulations  in  Parts  170  through  189  of  this 
chapter  if  the  articles  are  used  in  accord¬ 
ance  with  the  requirements  of  such 
regulations. 

(Sec.  201,  72  Srtat  1784-88,  as  amended;  21 
U.S.C.  321) 

§  170.10  Food  additives  in  slandardi/’.cd 
foods. 

^a)  The  inclusion  of  food  ingredients 
in  Parts  170  through  189  of  this  chapter 
does  not  imply  that  these  ingredients  may 
be  used  in  standardized  foods  unless  they 
are  recognized  as  optional  ingredients  in 
applicable  food  standards.  Where  a  peti- 
ti<m  is  received  for  the  issuance  or 
amendment  of  a  regulation  establishing 
a  definition  and  standard  of  identity  for 
a  food  under  section  401  of  the  act,  which 
proposes  the  inclusion  of  a  food  additive 
in  such  definition  and  standard  of  iden¬ 
tity,  the  provisions  of  the  regulations  in 
this  part  shall  apply  with  respect  to  the 
information  that  must  be  submitted  with 
respect  to  the  food  additive.  Since  section 
409(b)  (5)  of  the  act  requires  that  the 
Secretary  publish  notice  of  a  petition  for 
the  establishment  of  a  food-additive  reg¬ 
ulation  within  30  days  after  filing,  notice 
of  a  petition  relating  to  a  definition  and 
standard  of  identity  shall  also  be  pub¬ 
lished  within  that  time  limitation  if  it 
includes  a  request,  so  designated,  for  the 
establishment  of  a  regulation  pertaining 
to  a  food  additive. 

(b)  If  a  petition  for  a  definition  and 
standard  of  identity  contains  a  proposal 
for  a  food-additive  regulation,  and  the 
petitioner  fails  to  designate  it  as  such, 
the  Commissioner,  upon  determining  that 
the  petition  includes  a  proposal  for  a 
food-additive  regulation,  shall  so  notify 
the  petitioner  and  shall  thereafter  pro¬ 
ceed  in  accordance  with  the  regulations 
in  this  part. 

(c)  A  regulation  will  not  be  issued  al¬ 
lowing  the  use  of  a  food  additive  in  a 
food  for  which  a  definition  and  standard 
of  identity  is  established,  unless  its  issu¬ 
ance  is  in  conformity  with  section  401  of 
the  act  or  with  the  terms  of  a  temporary 
permit  issued  under  §  130.17  of  this  chap¬ 
ter.  When  the  contemplated  use  of  such 
additive  complies  with  the  terms  of  a 
temporary  permit,  the  food  additive 
regi^tion  will  be  conditioned  on  such 
compliance  and  will  expire  with  the  ex- 
piraticm  of  the  temporary  permit. 

§  170.15  Adoption  of  regulation  on 
initiative  of  Commissioner. 

(a)  The  Ctxnmissioner  upon  his  own 
initiative  may  propose  the  issuance  of  a 
regtilation  prescribing,  with  respect  to 
any  particular  use  of  a  food  additive,  the 
conditions  under  which  such  additive 
mdy  be  safely  used.  Notice  of  such  pro¬ 
posal  ^all  be  published  in  the  Federal 
Register  and  ^all  state  the  reasons  for 
the  proposal. 

(b)  Action  upon  a  proposal  made  by 
the  Commissioner  shall  proceed  as  pro¬ 
vided  in  Part  2  of  this  chapter. 

§  170.17  Exemption  for  investigational 
use  and  procedure  for  obtaining  au- 
thoricatioa  to  market  edible  products 
from  experimental  animals. 

A  food  additive  or  food  cemtaining  a 
food  additive  intended  for  investigational 


use  by  qualified  experts  shall  be  exonpt 
frc»n  the  requirements  of  section  409  of 
the  act  under  the  following  conditions: 

(a)  If  intended  for  investigational  use 
in  vitro  or  in  laboratory  research  ani¬ 
mals,  it  bears  a  label  which  states  promi¬ 
nently,  in  addition  to  the  other  informa¬ 
tion  required  by  the  act,  the  warning: 

Caution.  Contains  a  new  food  additive  for 
Investigational  use  only  in  laboratory  re¬ 
search  animals  or  for  tests  In  vitro.  Not  for 
use  In  humans. 

<b)  If  intended  for  use  in  animals 
other  than  laboratory  research  animals 
and  if  the  edible  products  of  the  animals 
are  to  be  marketed  as  food,  permission 
for  the  marketing  of  the  edible  products 
as  food  has  been  requested  by  the  spon¬ 
sor,  and  authorization  has  been  granted 
by  the  Pood  and  Drug  Administration  in 
accordance  with  §  511.1  of  this  chap¬ 
ter  or  by  the  Department  of  Agriculture 
in  accordance  with  S  309.17  of  Title  9 
(9  CFR  309.17),  and  it  bears  a  label 
which  states  prominently,  in  additiim  to 
the  other  information  required  by  the 
act,  the  warning: 

Caution.  Contains  a  new  food  additive  for 
use  only  in  investigational  animals.  Not  for 
use  In  humans. 

Edible  products  of  Investigational  aninpds 
are  not  to  be  used  for  food  unless  authoriza¬ 
tion  has  been  granted  by  the  UA.  Food  and 
Drug  Administration  or  by  the  U.8.  Depart¬ 
ment  of  Agriculture. 

§  170.18  Tolerances  for  related  food 
additives. 

(a)  Food  additives  that  cause  similar 
or  related  pharmacological  effects  will 
be  regarded  as  a  class,  and  in  the  absence 
of  evidence  to  the  contrary,  as  having 
additive  toxic  effects  and  will  be  consid¬ 
ered  as  related  food  additives. 

(b)  Tolerances  established  for  such  re¬ 
lated  food  additives  may  limit  the 
amount  of  a  common  component  that 
may  be  present,  or  may  limit  the  amount 
of  blolo^cal  activity  (such  as  cholines¬ 
terase  inhibition)  that  may  be  present 
or  may  limit  the  total  amount  of  related 
food  additives  that  may  be  present. 

(c)  Where  food  additives  from  two  or 
more  chemicals  in  the  same  class  are 
present  in  or  on  a  food,  the  tolerance  for 
the  total  of  such  additives  shall  be  the 
same  as  that  for  the  additive  having  the 
lowest  numerical  tolerance  in  this  class, 
unless  there  are  available  methods  that 
permit  quantitative  determination  of  the 
amount  of  each  food  additive  present  or 
unless  it  Is  shown  that  a  higher  tolerance 
is  reasonably  required  for  the  combined 
additives  to  accomplish  the  physical  or 
technical  effect  for  which  such  combined 
additives  are  intended  and  that  the  high¬ 
er  tolerance  will  be  safe. 

(d)  Where  residues  from  two  or  more 
additives  in  the  same  class  are  present 
in  m*  on  a  food  and  there  are  available 
methods  that  permit  quantitative  de¬ 
termination  of  each  residue,  the  quantity 
of  combined  residues  that  are  within  the 
tolerance  may  be  determined  as  follows: 

(1)  Determine  the  quantity  of  each 
residue  present. 

(2)  Divide  the  quantity  of  each  residue 
by  the  tolerance  that  would  apply  if  It 
occurred  alone,  and  multiply  by  100  to 


determine  the  percentage  of  the  per¬ 
mitted  amount  of  residue  present. 

(3)  Add  the  percentages  so  obtained 
for  all  residues  present. 

(4)  The  sum  of  the  percentage  shall 
not  exceed  100  percent. 

§  170.19  Pesticide  chemicals  in  proc¬ 
essed  foods. 

When  pesticide  chemical  residues  oc¬ 
cur  in  processed  foods  due  to  the  use  of 
raw  agricultural  commodities  that  bore 
or  contained  a  pesticide  chemical  In 
conformity  with  an  exemption  granted 
or  a  tolerance  prescribed  under  section 
408  of  the  act,  the  processed  food  will  not 
be  regarded  as  adulterated  so  long  as 
good  manufacturing  practice  has  been 
followed  in  removing  any  residue  from 
the  raw  agricultural  cmnmodity  in  the 
processing  (such  as  by  peeling  or  wash¬ 
ing)  and  so  long  as  the  concentration  of 
the  residue  in  the  processed  food  when 
ready  to  eat  is  not  greater  than  the  tol¬ 
erance  prescribed  for  the  raw  agricul¬ 
tural  commodity.  But  when  the  con¬ 
centration  of  residue  in  the  processed 
food  when  ready  to  eat  is  higher  than  the 
tolerance  prescribed  for  the  raw  agricul¬ 
tural  commodity,  the  processed  food  Is 
adulterated  unless  the  higher  concen¬ 
tration  is  permitted  by  a  tolerance  ob¬ 
tained  under  sectiim  409  of  the  act.  For 
example,  if  fruit  bearing  a  residue  of  7 
parts  per  mllllcHi  of  DDT  permitted  on 
the  raw  agricultural  commodity  is  dried 
and  a  residue  in  excess  of  7  parts  per 
million  of  DDT  results  on  the  dried  fruit, 
the  dehydrated  fruit  is  adulterated  un¬ 
less  the  higher  tolerance  for  DDT  is 
authorized  by  the  regulations  in  this  part. 
Food  that  is  itself  ready  to  eat,  and  which 
contains  a  higher  residue  than  allowed 
for  the  raw  agricultural  commodity,  may 
not  be  legalized  by  blending  or  mixing 
with  other  foods  to  reduce  the  residue  in 
the  mixed  food  below  the  tolerance  pre¬ 
scribed  for  the  raw  agricultural  com¬ 
modity. 

Subpart  B — Food  Additive  Safety 

§  170.20  General  principles  for  evaluat¬ 
ing  the  safety  of  food  additives. 


(a)  In  reaching  a  decision  on  any  peti¬ 
tion  filed  under  section  409  of  the  act,  the 
Commissioner  will  give  full  conslderatiiMi 
to  the  specific  biological  properties  of 
the  compound  and  the  adequacy  of  the 
methods  employed  to  demonstrate  safety 
for  the  proposed  use,  and  the  CTommis- 
simier  will  be  guided  by  the  principles 
and  procedures  for  establishing  the 
safety  of  food  additives  stated  in  current 
publications  of  the  National  Academy 
of  Sciences-Natlonal  Research  Council. 
A  petition  will  not  be  denied)  however, 
by  reason  of  the  petitioner’s  having  fol¬ 
lowed  procedures  other  than  those  out¬ 
lined  in  the  publications  of  the  National 
Academy  of  Sciences-National  Research 
Council  if,  from  available  evidence,  the 
Commlssicmer  finds  that  the  procedures 
used  give  results  as  reliable  as,  or  m(H« 
reliable  than,  those  reasonably  to  be  ex¬ 
pected  fn»n  the  use  of  the  outlined  pro¬ 
cedures.  In  reaching  a. decision,  the  Ccan- 
missioner  will  give  due  weie^t  to  the 
anticipated  levels  and  patterns  of  con¬ 
sumption  of  the  additive  specified  or  rea¬ 
sonably  Inferrable.  For  the  purposes  of 
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tills  section,  the  principles  for  evaluating 
safety  of  additives  set  forth  in  the  above- 
mentioned  publications  will  apply  to  any 
substance  that  may  properly  be  classified 
as  a  food  additive  as  defined  in  section 
201  fs)  of  the  act. 

(b>  Upon  written  request  describing 
the  proposed  use  of  an  additive  and  the 
proposed  experiments  to  determine  its 
safety,  the  Commissioner  will  advise  a 
person  who  wishes  to  establish  the  safety 
of  a  food  additive  whether  he  believes 
the  experiments  planned  will  yield  data 
adequate  for  an  evaluation  of  the  safety 
of  the  additive. 

§  1 70.22  Safely  faclortt  lo  be  eon.-idered. 

In  accordance  with  section  409(c)(5) 
(C)  of  the  act,  the  following  safety  fac¬ 
tors  will  be  applied  in  determining 
whether  the  proposed  use  of  a  food  addi¬ 
tive  will  be  safe:  Except  where  evidence 
is  submitted  which  justifies  use  of  a  dif¬ 
ferent  safety  factor,  a  safety  factor  in 
applying  smimal  experimentation  data 
to  man  of  100  to  1,  will  be  used;  that  is, 
a  food  additive  for  use  by  man  will  not 
be  granted  a  tolerance  that  will  exceed 
1/lOOth  of  the  maximum  amount  dem¬ 
onstrated  to  be  without  harm  to  experi¬ 
mental  animals. 

§  170.30  Eligibility  for  daMifiralion  aa 
generally  recogniaed  aa  aafe  (GRAS). 

(a)  General  recognition  of  safety  may 
be  based  only  on  the  views  of  experts 
qualified  by  scientific  training  and  ex¬ 
perience  to  evaluate  the  safety  of  sub¬ 
stances  directly  or  indirectly  added  to 
food.  The  basis  of  such  views  may  be 
either  (1)  scientific  procedures  or  (2)  in 
the  case  of  a  substance  used  in  food  prior 
to  January  1,  1958,  through  experience 
based  on  common  use  in  food.  General 
recognition  of  safe^  reqtilres  common 
knowledge  about  the  substance  through¬ 
out  the  scientific  community  knowledge¬ 
able  about  the  safety  of  substances  di¬ 
rectly  or  indirectly  added  to  food. 

(b)  General  recognition  of  safety 
based  upon  scientific  procedures  shall  re¬ 
quire  the  same  quantity  and  quality  of 
scientific  evidence  as  is  required  to  ob¬ 
tain  approval  of  a  food  additive  regula¬ 
tion  for  the  ingredient.  General  recogni¬ 
tion  of  safety  through  scientific  proce¬ 
dures  shall  ordinarily  be  based  upon 
published  studies  which  may  be  corrob¬ 
orated  by  impublisbed  studies  and  other 
data  and  information. 

(c)  General  recognition  of  safety 
through  experience  based  on  common  use 
in  food  prior  to  January  1,  1958,  may  be 
determined  without  the  quantity  or  qual¬ 
ity  of  scientific  procedures  required  for 
approval  of  a  food  additive  regulation. 
General  recognition  of  safety  through 
experience  based  on  common  use  in  food 
prior  to  January  1,  1958,  shall  ordinarily 
be  based  upoh  generally  available  data 
and  information.  An  ingredient  not  in 
common  use  in  food  prior  to  January  1, 
1958,  may  achieve  general  recognition  of 
safety  only  through  scientific  procedures. 

(d)  The  food  ingredients  listed  as 
GRAS  in  Part  182  of  this  chapter  or  af¬ 
firmed  as  GRAS  in  Part  IM  or  5  186.1  of 
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this  chapter  do  not  include  all  substances 
that  are  generally  recognized  as  safe  for 
their  Intended  use  in  food.  Because  of  the 
large  number  of  substances  the  intended 
use  of  which  results  or  may  reasonably 
be  expected  to  result,  directly  or  indirect¬ 
ly,  in  their  becoming  a  component  or 
otherwise  affecting  the  characteristics  of 
food,  it  is  impracticable  to  list  all  such 
substances  that  are  GRAS.  A  food  in¬ 
gredient  of  natural  biological  origin  that 
has  been  widely  consumed  for  its  nu¬ 
trient  properties  in  the  United  States 
prior  to  January  1.  1958,  without  known 
detrimental  effects,  which  is  subject  only 
to  conventional  processing  as  practiced 
prior  to  January  1,  1958,  and  for  which 
no  known  safety  hazard  exists,  will  or¬ 
dinarily  be  regarded  as  GRAS  without 
specific  inclusion  in  Part  182,  Part  184  or 
§  186.1  of  this  chapter. 

(e)  Food  ingredients  were  listed  as 
GRAS  in  Part  182  of  this  chapter  during 
1958-1962  without  a  detailed  scientific 
review  of  all  available  data  and  informa¬ 
tion  relating  to  their  safety.  Beginning 
in  1969,  the  Food  and  Drug  Administra¬ 
tion  has  imdertaken  a  systematic  review 
of  the  status  (tf  all  ingredients  used  in 
food  on  the  determination  that  they  are 
GRAS  or  subject  to  a  prim-  sanction.  All 
determinations  of  GRAS  status  or  food 
additive  status  or  prior  sanction  status 
pursuant  to  this  review  shall  be  handled 
pursuant  to  SS  170.35,  170.38,  and  180.1 
of  this  chapter.  Affirmation  of  GRAS 
status  shall  be  announced  in  Part  184  or 
S  186.1  of  this  chapter. 

(f )  The  status  of  the  following  food  In¬ 
gredients  will  be  reviewed  and  affirmed 
as  GRAS  or  determined  to  be  a  food  ad¬ 
ditive  or  subject  to  a  prior  sanction  pur¬ 
suant  to  S  170.35,  f  170.38,  or  {  180.1  of 
this  chapter: 

(1)  Any  substance  natural  biolog¬ 
ical  migin  that  has  been  widely  con¬ 
sumed  for  its  nutrient  properties  in  the 
United  States  prior  to  January  1,  1958, 
without  knowm  detrimental  effect,  tor 
which  no  health  hazard  is  known,  and 
which  has  been  modified  by  processes 
first  introduced  into  commercial  use  after 
January  1,  1958,  which  may  reasonably 
be  expected  significantly  to  alter  the 
composition  of  the  substance. 

(2)  Any  substance  of  natural  biologi¬ 
cal  origin  that  has  been  widely  consumed 
for  its  nutrient  prc^ierties  in  the  United 
States  prior  to  January  1,  1958,  without 
knowm  detrimental  effect,  for  which  no 
health  hazard  Is  known,  that  has  had 
significant  alteration  of  composition  by 
breeding  or  selection  after  January  1, 
1958,  where  the  change  may  be  reason¬ 
ably  expected  to  alter  the  nutritive  value 
or  the  concentration  of  toxic  constitu¬ 
ents. 

(3)  Distillates,  isolates,  extracts,  and 
concoitration  of  extracts  (ff  GRAS  sub¬ 
stances. 

(4)  Reaction  products  of  GRAS  sub¬ 
stances. 

(5)  Substances  not  of  a  natural  bio¬ 
logical  origin,  including  those  for  which 
evidence  is  offered  that  they  are  identi¬ 
cal  to  a  GRAS  counterpart  of  natural 
biological  origin. 
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(6)  Substances  of  natural  biological 
origin  intended  for  consumption  for 
other  than  their  nutrient  properties. 

(g)  A  food  ingredient  that  is  not  GRAS 
or  subject  to  a  prior  sanction  requires  a 
food  additive  regulation  promulgated 
under  section  409  of  the  act  l^ore  it  may 
be  directly  or  indirectly  added  to  food. 

(h)  A  food  ingredient  that  is  listed  as 
GRAS  in  Part  182  of  this  chapter  or 
affirmed  as  GRAS  in  Part  184  or  !  186.1 
of  this  chapter  shall  be  regarded  as 
GR.\S  only  if,  in  addition  to  all  the 
requirements  in  the  applicable  regula¬ 
tion,  it  also  meets  all  of  the  following 
requirements: 

(1)  It  complies  with  any  applicable 
food  grade  specifications  of  the  Food 
Chemicals  Codex.  2d  Ed.  (1972)  except 
that  any  substance  used  as  a  component 
of  articles  that  contact  food  and  affirmed 
as  GRAS  in  S  186.1  of  this  chapter  shall 
comply  with  the  specifications  therein, 
or  in  the  absence  of  such  specifications, 
shall  be  of  a  purity  suitable  for  its  in¬ 
tended  use. 

(2)  It  performs  an  appropriate  func¬ 
tion  in  the  food  or  food-contact  article 
which  it  is  used. 

(3)  It  is  used  at  a  level  no  higher  than 
necessary  to  achieve  its  intended  pur¬ 
pose  in  that  food  or,  if  used  as  a  compo¬ 
nent  of  a  food-contact  article,  at  a  level 
no  higher  than  necessary  to  achieve  its 
Intended  purpose  in  that  article. 

(i)  If  a  substance  is  affirmed  as  GRAS 
in  Part  184  or  S  186.1  of  this  chapter  with 
no  limitation  other^than  good  manufac¬ 
turing  practice,  it  shall  be  regarded  as 
GRAS  if  its  conditiems  of  use  are  not  sig¬ 
nificantly  different  fnxn  those  repm-ted 
in  the  regulation  as  the  basis  on  which 
the  GRAS  status  of  the  substance  was 
afflOmed.  If  the  conditions  of  use  are  sig¬ 
nificantly  different,  such  use  of  the  sub¬ 
stance  may  not  be  GRAS.  In  such  a  case 
a  manufacturer  may  not  rely  on  the  reg¬ 
ulation  as  authorizing  the  use  but  must 
independently  establish  that  the  use  is 
GRAS  or  must  use  the  substance  in  ac¬ 
cordance  with  a  food  additive  regulation. 

(J)  If  an  ingredient  is  affirmed  as 
GRAS  in  Part  184  or  §  186.1  of  this  chap¬ 
ter  with  specific  limitation (s),  it  may  be 
used  in  food  only  within  such  limlta- 
tion(s)  (including  the  category  of 
food(s).  the  functional  use(s)  of  the  in¬ 
gredient.  and  the  leveKs)  of  use).  Any 
use  of  such  an  ingredient  not  in  full  com¬ 
pliance  with  each  such  established  lim¬ 
itation  shall  require  a  food  additive  reg¬ 
ulation. 

(k)  Pursuant  to  §  170.35,  a  food  ingre¬ 
dient  may  be  affirmed  as  GRAS  in  Part 
184  or  §  186.1  of  this  chapter  for  a  spe¬ 
cific  use(s)  without  a  general  evaluation 
of  use  of  the  ingredient.  In  addition  to 
the  use(s)  specified  in  the  regulation, 
other  uses  of  such  an  Ingredient  may  also 
be  GRAS.  Any  affirmation  of  GRAS  sta¬ 
tus  for  a  specific  use(s).  without  a  gen¬ 
eral  evaluation  of  use  of  the  ingredient, 
is  subject  to  reconsideration  upon  such 
evaluation. 


may  be  obtained  from:  The  Na¬ 
tional  Academy  of  Sciences,  2101  Oonstltu- 
tk>n  Ave.  NW.,  Washington.  D.C.  20087. 
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(1)  New  information  may  at  any  time 
require  reconsideration  of  the  QRAS 
status  of  a  food  Ingredient.  Any  change 
in  Part  182,  Part  184,  or  S  186.1  of  this 
chapter  shall  be  accomplished  pursuant 
to  §  170.38. 

^  170.35  Affirmation  of  gciu'rally  r<‘«‘og- 
nized  as  safe  (GRAS)  ^talu^. 

(a)  The  Commissioner,  either  on  his 
initiative  or  on  the  petition  of  an  inter¬ 
ested  person,  may  afl&rm  the  GRAS 
status  of  substances  that  directly  or  In¬ 
directly  become  components  of  food. 

(b)  (1)  If  the  Commissioner  proposes 
on  his  own  initiative  that  a  substance  is 
entitled  to  affirmation  as  GRAS,  he  will 
place  all  of  the  data  and  information  on 
which  he  relies  on  public  file  in  the  office 
of  the  Hearing  Clerk  and  will  publish  in 
the  Federal  Register  a  notice  giving  the 
name  of  the  substance,  its  prcHJOsed  uses, 
and  any  limitations  proposed  for  pur¬ 
poses  other  than  safety. 

(2)  The  Federal  Register  notice  will 
allow  a  period  of  60  days  during  which 
any  Interested  person  may  review  the 
data  and  information  and/or  file  com¬ 
ments  with  the  Hearing  Clerk.  Copies  of 
all  cwnments  received  shall  be  made 
available  for  examination  in  the  Hearing 
Clerk’s  office. 

(3)  The  Commissioner  will  evaluate  all 
comments  received.  If  he  concludes  that 
there  is  convincing  evidence  that  the 
substance  is  GRAS  as  described  in 
§  170.30,  he  wUl  publish  a  notice  in  the 
Federal  Register  listing  the  substance  as 
GRAS  in  Part  182,  Part  184,  or  Part  186 
of  this  chapter,  as  appropriate. 

(4)  If,  after  evaluation  of  the  com¬ 
ments,  the  Commissioner  ccmcludes  that 
there  is  a  lack  of  convincing  evidence 
that  the  substance  is  GRAS  and  that  it 
should  be  considered  a  food  additive 
subject  to  section  409  of  the  act,  he  shall 
publish  a  notice  thereof  in  the  Federal 
Register  in  accordance  with  §  170.38. 

(c)  (1)  Persons  seeking  the  affirmation 
of  GRAS  status  of  substances  as  provided 
for  in  §  170.30(e) ,  except  those  subject  to 
the  NAS-NRC  GRAS  list  survey  (36  PR 
20546) ,  shall  submit  a  petition  for  GRAS 
affirmation  pursuant  to  Part  2  of  this 
chapter.  Such  petition  shall  contain  in¬ 
formation  to  establish  that  the  GRAS 
criteria  as  set  forth  in  §  170.30(b)  have 
been  met,  in  the  following  form: 

(i)  Description  of  the  substance,  in¬ 
cluding: 

(a)  Common  or  usual  name. 

( b)  Chemical  name. 

(c)  (Chemical  Abstract  Service  (CAS) 
registry  number. 

id)  Empirical  formula. 

(e)  Structural  formula. 

(/)  Specifications  for  food  grade  ma¬ 
terial,  including  arsenic  and  heavy 
metals.  (Rec(»nmendation  tor  any 
change  in  the  Food  (Chemicals  Codex 
monograph  should  be  included  where 
applicable.) 

(fir)  Quantitative  compositions. 

ih)  Manufacturing  process  (excluding 
any  trade  secrets) . 

(il)  Use  of  the  substance,  including: 

(a)  Date  when  use  began. 

(b)  Information  and  reports  or  other 
data  (m  past  uses  in  food. 


(c)  Foods  in  which  used,  and  levels  of 
use  in  sucffi  foods,  and  for  what  pur¬ 
poses. 

(iii)  Methods  for  detecting  the  sub¬ 
stance  in  food,  including: 

(а)  References  to  quahtative  and 
quantitative  methods  for  determining  the 
.substance(s)  in  food,  including  the  type 
of  analytical  procedures  used. 

lb)  Sensitivity  and  reproducibihty  of 
.such  meth(xl(s), 

<iv)  Infoimation  to  establish  the 
safety  and  functionality  of  the  substance 
in  food.  Published  scientific  literature, 
evidence  that  the  substance  is  identical 
to  a  GRAS  counterpart  of  natural  bio¬ 
logical  origin,  and  other  data  may  be  sub¬ 
mitted  to  support  safety.  Any  adverse 
information  or  consumer  ciHnplaints 
shall  be  included.  C(xnplete  bibliographic 
references  shall  be  provided  where  a  copy 
of  the  article  is  not  provided. 

(V)  A  stat^ent  signed  by  the  per¬ 
son  responsible  for  the  petition  that  to 
the  best  of  his  knowledge  it  is  a  repre¬ 
sentative  and  balanced  submission  that 
includes  unfavorable  InfcHmatlon,  as  well 
as  favorable  Information,  known  to  him 
pertinent  to  the  evaluation  of  the  safety 
and  functionality  of  the  substance. 

(2)  Within  30  days  after  the  date  of 
filing  the  petition,  the  Commissioner  wUl 
place  the  petition  on  public  file  in  the 
office  of  the  Hearing  Cleik  and  will  pub¬ 
lish  a  notice  of  filing  in  the  Federal 
Register  giving  the  name  of  the  petition¬ 
er  and  a  brief  description  of  the  petition 
including  the  name  of  the  substance,  its 
proposed  use,  and  any  limitations  pro¬ 
pose  for  reasons  other  than  safety.  A 
copy  of  the  notice  will  be  mailed  to  the 
petiticxier  at  the  time  the  original  is  sent 
to  the  Federal  Register. 

(3)  The  notice  of  filing  in  the  Federal 
Register  will  allow  a  period  of  60  days 
during  which  any  interested  person  may 
review  the  petition  and/or  file  comments 
with  the  Hearing  Clerk.  Copies  of  all 
comments  received  shall  be  made  avail¬ 
able  for  examination  in  the  Hearing 
Clerk’s  office. 

(4)  The  Commissioner  wlU  evaluate 
the  petition  and  all  available  informa¬ 
tion  including  all  comments  received.  If 
the  petition  and  such  information  pro¬ 
vide  convincing  evidence  that  the  sub¬ 
stance  is  GRAS  as  described  in  §  170.30 
he  will  publish  an  order  in  the  Federal 
Register  listing  the  substance  as  GRAS 
in  Part  182,  Part  184,  or  Part  186  of  this 
chapter,  as  appropriate. 

(б)  If,  after  evaluation  of  the  petition 
and  all  available  information,  the  Com¬ 
missioner  concludes  that  there  is  a  lack 
of  convincing  evidence  that  the  substance 
is  GRAS  and  that  it  should  be  considered 
a  fo(xi  additive  subject  to  section  409  of 
the  act,  he  shall  publish  a  notice  thereof 
in  the  Federal  Register  In  accordance 
with  §  170.38. 

(6)  The  notice  of  filing  in  the  Fed¬ 
eral  Register  will  request  submission  of 
pioof  of  any  applicable  prior  sancticm  for 
use  of  the  ingredient  under  conditions 
different  from  those  proposed  to  be  de- 
tennlned  to  be  GRAS.  The  failure  of 
any  person  to  come  forward  with  proof 
of  such  an  applicable  prior  sanction  in 


response  to  the  notice  of  filing  will  coa- 
stitute  a  waiver  of  the  right  to  assert 
or  rely  on  such  sanction  at  any  later 
time.  The  notice  of  filing  will  sdso  con¬ 
stitute  a  proposal  to  establish  a  regu¬ 
lation  imder  Part  181  of  this  chapter, 
incorporating  the  same  provisions,  in 
the  event  that  such  a  regulation  is  de¬ 
termined  to  be  appropriate  as  a  result 
of  submission  of  proof  of  such  an  ap¬ 
plicable  prior  sanction  in  response  to 
the  notice  of  filing. 

(Sec.  201,  72  Stat.  1784-1788;  21  U.S.C.  321) 

§  1 70.38  Delrriivinalion  of  food  additive 
8lalut*. 

(a)  The  Commissioner  may,  in  ac¬ 
cordance  with  S  170.35  (b)  (4)  or  (c)  (5) , 
publish  a  notice  in  the  Federal  Rbcos- 
TER  determining  that  a  substance  is  not 
GRAS  and  is  a  food  additive  subject  to 
section  409  of  the  act. 

(b) (1)  The  Commissioner,  on  his  own 
initiative  or  on  the  petition  of  any  in¬ 
terested  person,  pursuant  to  Part  2  of 
this  chapter,  may  issue  a  notice  in  the 
Federal  Register  proposing  to  determine 
that  a  substance  is  not  GRAS  and  is  a 
foctd  additive  subject  to  section  409  of 
the  act.  Any  petition  shall  include  all 
relevant  data  and  information  of  the 
type  described  in  §  171.130(b) .  The  Com¬ 
missioner  will  place  all  of  the  data  and 
information  on  which  he  relies  on  public 
file  in  the  office  of  the  Hearing  Clerk  and 
will  include  in  the  Federal  Register 
notice  the  name  of  the  substance,  its 
known  uses,  and  a  summary  of  the  basis 
for  the  determination. 

(2)  The  Federal  Register  notice  will 
allow  a  period  of  60  days  during  which 
any  interested  person  may  review  the 
data  and  information  and/or  file  com¬ 
ments  with  the  Hearing  Clerk.  Cc^iies 
of  all  comments  shall  be  made  available 
for  examination  in  the  Hearing  Clerk’s 
office. 

(3)  The  Commissioner  will  evaluate 
all  comments  received.  If  he  concludes 
that  there  is  a  lack  of  convincing  evi¬ 
dence  that  the  substance  is  GRAS  or  is 
otherwise  exempt  frmn  the  definition  of 
a  food  additive  in  section  201  (s)  of  the 
act.  he  will  publish  a  notice  thereof  in 
the  Federal  Register.  If  he  concludes 
that  there  is  convincing  evidence  that 
the  substance  is  GRAS,  he  will  publish 
an  order  in  the  Federal  Register  listing 
the  substance  as  GRAS  in  Part  182,  Part 
184,  or  Part  186  of  this  chapter,  as  ap¬ 
propriate. 

(c)  A  Federal  Register  notice  deter¬ 
mining  that  a  substance  is  a  food  addi¬ 
tive  shall  provide  for  the  use  of  the 
additive  in  food  or  food  contact  surfaces 
as  follows: 

(1)  It  may  promulgate  a  f(X)d  additive 
regtilation  governing  use  of  the  additive. 

(2)  It  may  promulgate  an  interim 
food  additive  regulation  governing  use 
of  the  additive. 

(3)  It  may  require  discontinuation  of 
the  use  of  the  additive. 

(4)  It  may  adopt  any  combination  of 
the  above  three  approaches  for  different 
uses  or  levels  of  use  oi  the  additive. 

(d)  If  the  Commissicnier  of  Food  and 
Drugs  is  aware  of  any  prior  sanction  for 
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use  of  the  substance,  he  will  concurrently 
propose  a  separate  regulation  covering 
such  use  of  the  ingredient  under  Part 
181  of  this  chapter.  If  the  Commissioner 
is  unaware  of  any  such  applicable  prior 
sanction,  the  proposed  regulation  will 
so  state  and  will  require  any  person  who 
intends  to  assert  or  rely  on  such  sanc¬ 
tion  to  submit  proof  of  its  existence.  Any 
regulation  promulgated  pursuant  to  this 
section  constitutes  a  determination  that 
excluded  uses  would  result  in  adultera¬ 
tion  of  the  food  in  violation  of  section  402 
of  the  act.  and  the  failure  of  any  person 
to  come  forward  with  proof  of  such  an 
applicable  prior  sanction  in  response  to 
the  propos^  will  constitute  a  waiver  of 
the  right  to  assert  or  rely  on  such  sanc¬ 
tion  at  any  later  time.  The  notice  will 
also  constitute  a  proposal  to  establish  a 
regulation  imder  Part  181  of  this  chap¬ 
ter.  incorporating  the  same  provisions,  in 
the  event  that  such  a  regulation  is  deter¬ 
mined  to  be  appropriate  as  a  result  of 
submission  of  proof  of  such  an  applicable 
prior  sanction  in  response  to  the  pro¬ 
posal. 

(Sec.  201,  72  Stat.  1784-1788:  21  U.S.C.  321) 

Subpart  C — Specific  Administrative 
Rulings  and  Decisions 

§  170.43  F  1  o  u  r  i  n  e-containing  roni- 
pouiid8. 

The  Commissioner  of  Food  and  Drugs 
has  concluded  that  it  is  in  the  interest 
of  the  public  health  to  limit  the  addition 
of  fluorine  compounds  to  foods  (a)  to 
that  resulting  from  the  fluoridation  of 
public  water  supplies  as  stated  in  S  250.- 
203  of  this  chapter,  (b)  to  that  resulting 
from  the  fluoridation  of  bottled  water 
within  the  limitation  established  in 
S  103.35(d)  of  this  chapter,  and  (c)  to 
that  authorized  by  regulations  (40 
Part  180)  imder  section  408  of  the  act. 

§  170.50  Glycine  (aniinoacetic  acid)  in 
food  for  human  consumption. 

(a)  Heretofore,  the  Food  and  Drug 
Administration  has  expressed  the  opinion 
in  trade  cmrespondence  that  glycine  is 
generally  recognized  as  safe  for  certain 
technical  effects  in  human  food  when 
used  in  accordance  with  good  manufac¬ 
turing  practice;  however: 

(1)  Reports  in  scientific  literature  in¬ 
dicate  that  adverse  effects  were  found  in 
cases  where  high  levels  of  glycine  were 
administered  in  diets  of  experimental 
animals. 

(2)  Current  usage  information  indi¬ 
cates  that  the  daily  dietary  intake  of 
glycine  by  humans  may  be  substantially 
increasing  due  to  changing  use  patterns 
in  food  technology. 

Therefore,  the  Food  and  Drug  Adminis¬ 
tration  no  longer  regards  glycine  and 
its  salts  as  generally  recognized  as  safe 
for  use  in  human  food  and  all  outetand- 
ing  letters  expressing  sanction  for  such 
use  are  rescinded. 

(b>  The  Commissioner  of  Food  and 
Drugs  concludes  that  by  May  8,  1971, 
manufacturers: 

(1)  Shall  reformulate  food  products 
for  human  use  to  eliminate  added  glycine 
and  its  salts;  or 


(2)  Shall  bring  such  products  into 
compliance  with  an  authorizing  food  ad¬ 
ditive  regulation.  A  food  additive  petition 
supported  by  toxicity  data  is  required  to 
show  that  any  proposed  level  of  glycine 
or  its  salts  added  to  foods  for  human 
consumption  will  be  safe. 

ic)  The  status  of  glycine  as  generally 
recognized  as  safe  for  use  in  animal  feed, 
as  prescribed  in  §  582.5049  of  this  chap¬ 
ter,  remains  unchanged  because  the  ad¬ 
ditive  is  considered  an  essential  nutrient 
in  certain  animal  feeds  and  is  safe  for 
such  use  under  conditions  of  good  feed¬ 
ing  practice. 

(Sec.  201(s),  72  Stat.  1784-88,  as  amended; 
21  U.S.C.  321  (s).) 

§  170.60  .Nitriles  anil/itr  nitrato>  in  rur- 
inx  prrmixes. 

(a)  Nitrites  and/or  nitrates  are  food 
additives  when  combined  in  curing  pre¬ 
mixes  with  spices  and/or  other  flavoring 
or  seasoning  ingredients  that  contain  or 
constitute  a  source  of  secondary  or  terti¬ 
ary  amines,  including  but  not  limited  to 
essential  oils,  disodium  inosinate,  diso¬ 
dium  guanylate.  hydrolysates  of  animal 
or  plant  origin  (such  as  hydrolyzed  vege¬ 
table  protein),  oleoresins  of  spices,  soy 
products,  and  spice  extractives.  Such 
food  additives  may  be  used  only  after 
the  establishment  of  an  authorizing  food 
additive  regulation.  A  food  additive  peti¬ 
tion  submitted  pursuant  to  §i  171.1  and 
171.100  of  this  chapter,  supported  by  data 
depionstrating  that  nitrosamines  are  not 
formed  in  curing  premixes  containing 
such  food  additives,  is  required  to  estab¬ 
lish  safety. 

(b)  Nitrites  and/or  nitrates,  when 
packaged  separately  from  flavoring  and 
seasoning  in  curing  premixes,  may  con¬ 
tinue  to  be  used  under  prior  sanctions  in 
the  commercial  curing  of  meat  and  meat 
products  and  poultry  products  and  in  ac¬ 
cordance  with  the  provisions  of  SS  172.- 
170  and  172.175  of  this  chapter  that  ap¬ 
ply  to  meat  curing  preparations  for  the 
home  curing  of  meat  and  meat  products, 
including  poultry  and  wdld  game.  To  as¬ 
sure  safe  use  of  such  ingredients  the  la¬ 
beling  of  the  premixes  shall  bear  instruc¬ 
tions  to  the  user  that  such  separately 
packaged  ingredients  are  not  to  be  com¬ 
bined  until  just  prior  to  use.  Encapsulat¬ 
ing  or  coating  some  or  all  of  the  ingre¬ 
dients  does  not  constitute  separate 
l>ackaging. 


PART  171— FOOD  ADDITIVE  PETITIONS 
Swbpart  A — Ganaral  Provision* 

Sec 

171.1  Petitions. 

171.6  Amendment  of  petition. 

171.7  Withdrawal  of  petition  without 

prejudice. 

Subpart  B— Administrativ*  Actions  on 
Applications 

171.100  Regulation  based  on  petition. 
171.102  Effective  date  of  ragulation. 

171.110  Objection  to  regulation  and  request 
for  bearing. 

171.130  Procedure  for  amending  and  repeal¬ 
ing  Urierances  or  exemptions  from 
tolerances. 

Authoeitt:  Secs.  400,  701,  62  Stat.  1066- 
1066  as  amended,  7S  Stat.  1786-17M  as 
amended  (21  UR.O.  348,  871),  unless  other¬ 
wise  noted. 


Subpart  A— General  Provisions 
§  171.1  Petilion». 

(a)  Petitions  to  be  filed  with  the  Com¬ 
missioner  under  the  provisions  of  sectiixi 
409(b)  of  the  act  shall  be  submitted  in 
triplicate.  If  any  part  of  the  material 
submitted  is  in  a  foreign  language,  it 
shall  be  accompanied  by  an  accurate  and 
complete  English  translation.  The  peti¬ 
tion  shall  state  petitioner’s  post  office 
address  to  which  published  notices  or 
orders  issued  or  objections  filed  pur¬ 
suant  to  section  409  of  the  act  may  be 
sent. 

(b)  Pertinent  information  may  be  in¬ 
corporated  in,  and  will  be  considered  as 
part  of,  a  petition  on  the  basis  of  spe¬ 
cific  reference  to  such  information  sub¬ 
mitted  to  and  retained  in  the  files  of  the 
Food  and  Drug  Administration.  How¬ 
ever,  any  reference  to  unpublished 
information  furnished  by  a  person  other 
than  the  applicant  will  not  considered 
unless  use  of  such  information  is  au¬ 
thorized  in  a  written  statement  signed  by 
the  person  who  submitted  it.  Any  ref¬ 
erence  to  published  information  offered 
in  support  of  a  food-additive  petition 
should  be  accompanied  by  reprints  or 
photostatic  copies  of  such  references. 

(c)  Petitions  shall  include  the  follow¬ 
ing  data  and  be  submitted  in  the  follow’- 
ing  form ; 


(Date) 

Name  of  petitioner _ 

Post-oflBce  address _ 

Date _ 

Name  of  food  additive  and  proposed  use _ 


Petitions  Control  Branch 
Food  and  Drug  Administration 
Department  of  Health,  Education,  and 
Welfare 

Washington.  D.C.  20204. 

Deax  Sots: 

The  undersigned, _ 

submits  this  petition  pursuant  to  section 
409(b)(1)  of  the  Federal  Food,  Drug,  and 
Cosmetic  Act  with  respect  to _ 


(Name  of  the  food  additive  and  proposed  use) 

Attached  hereto.  In  triplicate,  and  consti¬ 
tuting  a  part  of  this  petition,  are  the 
following : 

A.  The  name  and  all  pertinent  information 
concerning  the  food  additive.  Including 
chemical  Identity  and  composition  of  the 
food  additive.  Its  physical,  chemical,  and 
biological  properties,  and  specifications  pre¬ 
scribing  the  minimum  content  of  the  desired 
component(8)  and  Identlfjrlng  and  limiting 
the  reaction  byproducts  and  other  Impurities. 
Where  such  Information  is  not  avaUable,  a 
statement  as  to  the  reasons  why  It  is  not 
should  be  submitted. 

When  the  chemical  Identity  and  composi¬ 
tion  of  the  food  additive  is  not  known,  the 
petition  shall  contain  Information  In  suf¬ 
ficient  detaU  to  permit  evaluation  regarding 
the  method  of  manufacture  and  the  analyti¬ 
cal  controls  used  during  the  various  stages 
of  manufacturing,  processing,  or  packing  of 
the  food  additive  which  are  relied  upon  to 
establish  that  It  is  a  substance  of  repro¬ 
ducible  composition.  Alternative  methods 
and  controls  and  variations  in  methods  and 
controls  within  reasonable  limits  that  do  not 
affect  the  characteristics  of  the  substance  or 
the  reliability  of  the  controls  may  be 
specified. 
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If  the  food  additive  is  a  mixture  of  cbeml* 
cals,  the  petition  shall  supply  a  list  of  ail 
substances  used  in  the  synthesis,  extraction, 
or  other  method  of  preparation,  regardless  of 
whether  they  undergo  chemical  change  in 
the  process.  Each  substance  should  be 
identified  by  its  common  English  name  and 
complete  chemical  name,  using  structural 
formulas  when  necessary  for  specific  identifi¬ 
cation.  If  any  proprietary  preparation  is 
used  as  a  component,  the  proprietary  name 
should  be  followed  by  a  complete  quantita¬ 
tive  statement  of  composition.  Reasonable 
alternatives  for  any  listed  substance  may  be 
specified. 

If  the  petitioner  does  not  himself  perform 
all  the  manufacturing,  processing,  and  pack¬ 
ing  operations  for  a  food  additive,  the  peti¬ 
tion  shall  identify  each  person  who  will  per¬ 
form  a  part  of  such  operations  and  designate 
the  part. 

The  petition  shall  include  stability  data, 
and,  if  the  data  indicate  that  it  is  needed 
to  Insure  the  identity,  strength,  quality,  or 
purity  of  the  additive,  the  expiration  date 
that  will  be  employed. 

B.  The  amount  of  the  food  additive  pro¬ 
posed  for  UB»  and  the  purposes  for  which  it 
is  proposed,  together  with  all  directions, 
recommendations,  and  suggestions  regarding 
the  proposed  use,  as  well  as  specimens  of  the 
labeling  )>ropo6ed  for  the  food  additive  and 
any  labeling  that  will  be  required  by  appli¬ 
cable  provisions  of  the  Federal  Food,  Drug, 
and  Cosmetic  Act  on  the  finished  food  by 
reason  of  the  use  of  the  food  additive.  If  the 
additive  results  or  may  reasonably  be  ex¬ 
pected  to  result  from  the  use  of  packaging 
material,  the  petitioner  shall  show  how  this 
may  occur  and  what  residues  may  reasonably 
be  anticipated. 

(Typewritten  or  other  draft-labeling  copy 
will  be  accepted  for  consideration  of  the  peti¬ 
tion,  provided  a  statement  is  made  that  final 
printed  labeling  Identical  in  content  to  the 
draft  copy  will  be  submitted  as  soon  as  avail¬ 
able  and  prior  to  the  marketing  of  the  food 
additive. 

If  the  food  additive  is  one  for  which  a 
tolerance  limitation  is  required  to  assure  its 
safety,  the  level  of  use  proposed  should  be  no 
higher  than  the  amount  reasonably  required 
to  accomplish  the  Intended  physical  or  other 
technical  effect,  even  though  the  safety  data 
may  support  a  higher  tolerance.) 

C.  Data  establishing  that  the  food  additive 
will  have  the  intended  physical  or  other 
technical  effect  or  that  it  may  reasonably  be 
expected  to  become  a  component,  or  to  affect 
the  characteristics,  directly  or  indirectly,  of 
food  and  the  amount  necessary  to  accomplish 
this.  These  data  should  include  information 
in  sufficient  detail  to  permit  evaluation  with 
control  data. 

D.  A  description  of  practicable  methods  to 
determine  the  unount  of  the  food  additive 
in  the  raw,  processed,  and/or  finished  food 
and  of  any  substance  formed  in  or  on  such 
food  because  its  use.  The  test  proposed 
shall  he  one  that  can  be  used  for  food-control 
pturpoees  and  that  can  be  applied  with  con¬ 
sistent  results  by  any  properly  equipped  and 
trained  laboratory  personnel. 

E.  Pull  reports  of  investigations  made  with 
respect  to  the  safety  of  the  food  additive. 

(A  petition  may  be  regarded  as  incomplete 
unless  it  includes  full  reports  of  adequate 
tests  reaaonahly  applicable  to  show  whether 
or  not  the  food  additive  will  be  safe  for  its 
intmided  use.  The  reports  ordinarily  should 
Include  detailed  data  derived  from  appro¬ 
priate  animal  and  othnr  biological  expol- 
mrats  in  whiidi  the  methods  used  md  the 
results  obtained  are  claarly  set  forth.  The 
petition  shall  uni  omit  wUhout  esplanatlon 
any  leports  at  investtgatlans  that  would,  bias 
an  evaUuttan  at  tlia  safety  ot  the  fbod 
additive.  > 


F.  Proposed  tolerances  for  the  food  addi¬ 
tive,  If  Udersnces  are  required  in  order  to 
instue  its  safety.  A  petitioner  nuty  Include 
a  prc^Kised  regulation. 

a.  If  submlttlxig  petition  to  modify  an 
existing  regulation  issued  pursuant  to  sec¬ 
tion  409(c)(1)(A)  of  the  act,  full  informa¬ 
tion  on  each  proposed  change  that  is  to  be 
made  in  the  original  regulaticm  must  be 
submitted.  The  petition  may  omit  state¬ 
ments  made  in  the  original  petition  concern¬ 
ing  which  no  change  is  proposed.  A  supple¬ 
mental  petition  must  be  submitted  for  any 
change  beyond  the  variations  provided  for 
in  the  original  petition  and  the  regulation 
isstted  on  the  basis  of  the  original  petition. 

H.  The  petitioner  is  required  to  submit  an 
environmental  impact  analysis  report  analyz¬ 
ing  the  environmental  impact  of  the  manu¬ 
facturing  process  and  the  ultimate  use  or 
consumption  of  the  food  additive  pursuant 
to  5  6.1  of  this  chapter. 

Yours  very  truly. 

Petitioner _ 

By . . . . . 

(Indicate  authority) 

(d)  The  petitioner  will  be  notified  of 
the  date  on  which  his  petition  is  filed; 
and  an  incomplete  petition,  or  one  that 
has  not  been  submitted  In  triplicate,  will 
usually  be  retained  but  not  filed  as  a 
petition  under  section  409*  of  the  act  The 
petitioner  will  be  notified  in  what  re¬ 
spects  his  petition  is  incomplete. 

'  e)  The  petition  must  be  signed  by  the 
petitioner  or  by  his  attorney  or  agent  or 
(if  a  corporation)  by  an  authorized 
official. 

<f)  The  data  specified  under  the  sev¬ 
eral  lettered  headings  should  be  sub¬ 
mitted  on  separate  sheets  or  sets  of 
sheets,  suitably  identified.  If  such  data 
have  already  been  submitted  with  an 
earlier  application,  the  present  petition 
may  incorporate  it  by  specific  reference 
to  the  earlier.  If  part  of  the  data  have 
been  submitted  by  the  manufacturer  of 
the  food  additive  as  a  master  file,  the 
petitioner  may  refer  to  the  master  file 
if  and  to  the  extent  he  obtains  the  manu¬ 
facturer’s  written  permission  to  do  so. 
The  manufactoicer  may  authorize  spe¬ 
cific  reference  to  the  data  without  dis¬ 
closure  to  the  petitioner.  Nothing  herein 
shall  prevent  reference  to  published  data. 

(g)  A  petition  shall  be  retained  but 
shall  not  be  filed  if  any  of  the  data  pre¬ 
scribed  by  section  409(b)  of  the  act  are 
lacking  or  are  not  set  forth  so  as  to  be 
readily  understood. 

(h)  (1)  The  following  data  and  infor¬ 
mation  in  a  food  additive  petition  are 
available  for  public  disclosure,  unless 
extraordinary  circumstances  are  shown, 
after  the  notice  of  filing  of  the  petition 
is  published  in  the  Fidbbal  Register 
or,  if  the  petition  is  not  promptly  filed 
bi^ause  of  defleimeias  in  it.  after  the 
petitioner  is  informed  that  it  will  not  be 
filed  because  of  the  deficiencies  involved: 

(i)  All  safety  and  functionality  data 
and  information  submitted  with  or  in¬ 
corporated  by  reference  in  the  petition. 

(ii)  A  protocol  for  a  test  or  study, 
unless  it  is  shown  to  fall  within  the  ex¬ 
emption  pwijxhiinhftrt  for  trade  secrets 
and  confidential  commercial  information 
In  §  4.61  of  this  chapter. 

(ih)-  Advexaa  reaction,  reparts,  product 
eaperiense  reports;  eonsumer  comphdnts. 


and  other  similar  data  and  infonnation, 
after  deletion  of: 

(a)  Names  and  any  information  that 
would  identify  the  person  using  the 
product. 

(b)  Names  and  any  information  that 
would  identify  any  third  party  involved 
with  the  report,  such  as  a  physician  or 
hospital  or  other  institution. 

(iv)  A  list  of  all  ingredients  contained 
in  a  food  additive,  whether  or  not  it  is 
in  descending  order  of  predominance.  A 
particular  ingredient  or  group  of  ingre¬ 
dients  shall  be  deleted  from  any  such  list 
prior  to  public  disclosure  if  it  is  shown 
to  fall  witliin  the  exemption  established 
in  §  4.61  of  this  chapter,  and  a  notation 
shall  be  made  that  any  such  ingredient 
list  is  incomplete. 

(V)  An  assay  method  or  other  ana¬ 
lytical  method,  unless  it  serves  no  regu¬ 
latory  or  compliance  piupose  and  is 
shown  to  fall  within  the  exMnpticm  es¬ 
tablished  in  S  4.61  of  this  chapter. 

(2)  The  following  data  and  informa¬ 
tion  in  a  food  additive  petitimi  are  not 
available  for  public  disclosure  unless  they 
have  been  previously  disclosed  to  the 
public  as  defined  in  §  4.81- of  this  chapter 
or  they  relate  to  a  product  or  ingredient 
that  has  been  abandoned  and  they  no 
longer  represent  a  trade  secret  or  confi¬ 
dential  commercial  or  financial  infor¬ 
mation  as  defined  in  $  4.61  of  this 
chapter: 

(i)  Manufacturing  mefiiods  or  proc- 
e.sses,  including  quality  control  proce¬ 
dures. 

(ii)  Production,  sales,  distribution,  and 
similar  data  and  information,  except  that 
any  compilation  of  such  data  and  In¬ 
formation  aggregated  and  prepared  in  a 
way  that  does  not  reveal  data  or  infor¬ 
mation  which  is  not  available  for  public 
disclosure  under  this  provision  is  avail¬ 
able  for  public  disclosure. 

(iii)  Quantitative  or  semiqnantitative 
formulas. 

(3)  All  correspondence  and  written 
summaries  of  oral  discussions  relating  to 
a  food  additive  petition  are  available  for 
public  disclosure  in  accordance  with  the 
provisions  (rf  Part  4  of  this  chapter  when 
the  food  additive  regulation  is  published 
in  the  Federal  Rbgistbr. 

(4)  For  purposes  of  this  regulation, 
safety  and  functionality  data  include  all 
studies  and  tests  of  a  food  additive  on 
animals  and  humans  and  all  studies  and 
tests  on  a  food  additive  for  id»tity,  sta¬ 
bility,  purity,  potency,  performance,  and 
usefulness. 

<1)  (1)  Within  15  days  after  receipt,  the 
Commissioner  will  notify  the  petitioner 
of  acceptance  or  nenaccQitance  of  a  pe¬ 
tition,  and  if  not  accepted  the  reasons 
therefor.  If  accepted,  the  date  of  the 
notification  letter  sent  to  petitioner  be¬ 
comes  the  date  of  filing  for  the  purposes 
of  section  409(b)(5)  of  the  act.  If  the 
petitianer  desires,  he  may  supplement  a 
deficient  petition  after  being  notified 
regarding  deficiencies.  If  the  supplemen¬ 
tary  material  or  explanation  of  the  peti¬ 
tion  is  deemed  acceptable,  petitioner 
shall  be  notified.  The  date  of  such  noti¬ 
fication  becomes  the  date  of  filing.  If  the 
petitioner  does  not  wMi  to  supplement 
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or  explain  the  petition  and  requests  in 
writing  that  it  be  filed  as  submitted,  the 
petition  shall  be  filed  and  the  petitlcmer 
so  notified.  The  date  of  such  notification 
becomes  the  date  of  filing. 

(2)  The  Commissioner  will  publish  in 
the  Federal  Register  within  30  days  from 
the  date  of  filing  of  such  petition,  a 
notice  of  the  filing,  the  name  of  the  peti¬ 
tioner,  and  a  brief  description  of  the  pro- 
ix)sal  in  general  terms.  In  the  case  of  a 
food  additive  which  becomes  a  compo¬ 
nent  of  food  by  migration  from  packag¬ 
ing  material,  the  notice  shall  include  the 
name  of  the  migratory  substance,  and 
where  it  is  different  frcrni  that  of  one  of 
the  original  components,  the  name  of  the 
parent  component,  the  maximum  quan¬ 
tity  of  the  migratory  substance  that  is 
proposed  for  use  in  food,  and  the  physi¬ 
cal  or  other  technical  effect  which  the 
migratory  substance  or  its  parent  coti- 
ponent  is  intended  to  have  in  the  pack¬ 
aging  material.  A  copy  of  the  notice  will 
be  mailed  to  the  petitioner  when  the 
original  is  forwarded  to  the  Federal 
Register  for  publication. 

(j)  The  C(Hnmissioner  may  request  a 
full  description  of  the  methc^  used  in, 
and  the  facilities  and  controls  used  for, 
the  production  of  the  food  additive,  or 
a  sample  of  the  food  additive,  articles 
used  as  components  thereof,  or  of  the 
food  in  which  the  additive  is  proposed  to 
be  used,  at  any  time  while  a  petition  is 
under  consideration.  The  Commissioner 
shall  specify  in  the  request  for  a  sample 
of  the  food  additive,  or  articles  used  as 
components  thereof,  or  of  the  food  in  or 
on  which  the  additive  is  proposed  to  be 
used,  a  quantity  deemed  adequate  to 
permit  tests  of  analytical  methods  to  de¬ 
termine  quantities  of  the  food  additive 
present  in  foods  for  which  it  is  intended 
to  be  used  or  adequate  for  any  study  or 
investigation  reasonably  required  with 
respect  to  the  safety  of  the  food  additive 
or  the  physical  or  technical  effect  it  pro¬ 
duces.  The  date  used  for  computing  the 
90-day  limit  for  the  puiT>oses  of  section 
409(c)  (2)  of  the  act  shall  be  moved  for¬ 
ward  1  day  for  each  day  after  the  mailing 
date  of  the  request  taken  by  the  peti¬ 
tioner  to  submit  the  sample.  If  the  in¬ 
formation  or  sample  Is  requested  a  rea¬ 
sonable  time  in  advance  of  the  180  days, 
but  is  not  submitted  within  such  180  days 
after  filing  of  the  petition,  the  petition 
will  be  considered  withdrawn  without 
prejudice. 

§  171.6  Aniendiiicnl  of  petition. 

After  a  petition  has  been  filed,  the 
petitioner  may  submit  additional  infor¬ 
mation  or  data  in  support  thereof.  In 
such  cases,  if  the  Commissioner  deter¬ 
mines  that  the  additional  information  or 
data  amounts  to  a  substantive  amend¬ 
ment,  the  petition  as'  amended  will  be 
given  a  new  filing  date,  and  the  time 
limitation  will  begin  to  run  anew.  Where 
the  substantive  amendment  proposes  a 
substantial  change  to  the  petition  which 
may  affect  the  quality  of  the  human  en¬ 
vironment,  the  petitimier  is  required  to 
submit  an  environmental  impact  analysis 
report  pursuant  to  §  6.1  of  this  chapter. 


§  171.7  Withdrawal  of  petition  without 
prejufliee. 

(a)  In  some  cases  the  Commissioner 
will  notify  the  petiticmer  that  the  peti¬ 
tion,  while  technically  complete,  is  in¬ 
adequate  to  justify  the  establishment  of 
a  regulation  or  the  regulaticm  requested 
by  petitioner.  This  may  be  due  to  the 
fact  that  the  data  are  not  sufficiently 
clear  or  complete.  In  such  cases,  the  peti¬ 
tioner  may  withdraw  the  petition  pend¬ 
ing  its  clarification  or  the  obtaining  of 
additional  data.  This  withdrawal  will  be 
without  prejudice  to  a  future  filing.  Upon 
refiling,  the  time  limitation  will  begin  to 
run  anew  from  the  date  of  refiling. 

(b)  At  any  time  before  the  order  pro¬ 
vided  for  in  §  171.100(a)  has  been  for¬ 
warded  to  the  Federal  Register  for  pub¬ 
lication.  the  petitioner  may  withdraw 
the  petition  without  prejudice  to  a  future 
filing.  Upon  refiling  the  time  limitation 
will  begin  to  run  anew. 

Subpart  B — Administrative  Actions  on 
Applications 

.§  171.100  Kegulation  based  on  petition. 

(a)  The  Commissioner  will  forward  for 
publication  in  the  Federal  Register. 
within  90  days  after  filing  of  the  petition 
(or  within  180  days  if  the  time  is  ex¬ 
tended  as  provided  for  in  section  409(c) 
(2)  of  the  act),  a  regulation  prescribing 
the  conditions  under  which  the  food  ad¬ 
ditive  may  be  safely  used  (including,  but 
not  limit^  to,  specifications  as  to  the 
particular  food  or  classes  of  food  in  or  on 
which  such  additive  may  be  used,  the 
maximum  quantity  that  may  be  used 
or  permitted  to  remain  in  or  on  such 
food,  the  manner  in  which  such  additive 
may  be  added  to  or  used  in  or  on  such 
food,  and  any  directions  or  other  labeling 
or  packaging  requirements  tor  such  ad¬ 
ditive  deemed  necessary  by  him  to  assure 
the  safety  of  such  use) .  and  prior  to  the 
forwarding  of  the  order  to  ^e  Federal 
Register  for  publication  shall  notify  the 
petitioner  of  such  order  and  the  reasons 
for  such  action;  or  by  order  deny  the 
petition,  and  shall  notify  the  petitioner 
of  such  order  and  of  the  reasons  for  such 
action. 

(b)  If  the  Commissioner  determines 
that  additional  time  is  needed  to  study 
and  investigate  the  petitiim,  he  shall  by 
written  notice  to  the  petitiimer  extend 
the  90-day  period  for  not  more  than  180 
days  after  the  filing  of  the  petition. 

§  171.102  Effertive  dale  of  regulation. 

A  regulation  published  in  accordance 
with  §  171.100(a)  shall  become  effective 
upon  publicaticHi  in  the  Federal  Regis¬ 
ter. 

§  171.110  PrtM'fdiire  f«>r  obji'clioii!.  and 
hearing'. 

Objections  and  hearings  relating  to 
food  additive  regulations  under  section 
409  (c).  (d),  or  (h)  of  the  act  shall  be 
governed  by  Part  2  of  this  chapter. 

§  171.130  Procedure  for  amending  and 
repealing  tolerances  or  exemptions 
From  tolerances. 

( a)  The  Commissioner,  on  his  own  ini¬ 
tiative  or  on  the  petition  of  any  inter¬ 


I 


ested  person,  pursuant  to  Part  2  of  this 
chapter,  may  propose  the  issuance  of  a 
regulation  amending  or  repealing  a  regu¬ 
lation  pertaining  to  a  food  additive  or 
granting  or  repealing  an  exception  for 
such  additive. 

(b)  Any  such  petition  shall  include  an 
assertion  of  facts,  supported  by  data, 
showing  that  new  information  exists  with 
respect  to  the  food  additive  or  that  new 
uses  have  been  developed  or  old  uses 
abandoned,  that  new  data  are  available 
as  to  toxicity  of  the  chemical,  or  that 
experience  with  the  existing  regulation 
or  exemption  may  justify  its  amendment 
or  repeal.  New  data  shall  be  furnished  in 
the  form  specified  in  §!  171.1  and  171.100 
for  submitting  petitions. 

PART  172— FOOD  ADDITIVES  PERMITTED 
FOR  DIRECT  ADDITION  TO  FOOD  FOR 
HUMAN  CONSUMPTION 

Subpart  A— Oanaral  Provisions 

Sec. 

172.5  General  provisions  f<w  direct  food 
additives. 

Subpart  B — Food  Prosarvativos 

172.110  BHA. 

172.115  BHT. 

172.120  Calcium  dlsodium  E3DTA. 

172.130  Dehydroacetlc  acid. 

172.135  Dlsodium  EOTA. 

172.140  Ethoxyquin. 

172.145  Heptylparaben. 

1 72 . 150  4 -Hirdroxymethyl  -2 ,6  -dl-  fer  f -butyl- 

phenol. 

172.160  Potassium-nitrate. 

172.170  Sodium  nitrate. 

172.175  Sodium  nitrite. 

172.177  Sodium  nitrite  used  in  processing 
smoked  chub. 

172.180  Stannous  chloride. 

172.185  TBHQ. 

172.190  THBP. 

Subpart  C — Coatings,  Films  and  Related 
Submnces 

172.210  Coatings  on  fresh  citrus  fruit. 
172.215  Coumarone-lndene  reein. 

172.225  Methyl  esters  of  fatty  acids  pro¬ 
duced  from  edible  fats  and  oils. 
172.230  Microcapsules  for  flavoring  oils. 
172.235  Morpholine. 

172.250  Petroleum  naphtha. 

172.255  Polyacrylamide. 

172.260  Oxidized  polyethylene. 

172.275  Synthetic  paraflln  and  succinic  de¬ 
rivatives. 

172.280  Terpene  resin. 

Subpart  D — Special  Dietary  and  Nutritional 
Additives 

172.310  Aluminum  nlcotlnate. 

172.315  Nicotinamide-ascorbic  acid  complex. 
172.320  Amino  acids. 

172.325  Bakers  yeast  protein. 

172.330  Calcium  pantothenate,  calcium 
chloride  double  salt. 

172.335  D-Pantotbenamlde. 

172.345  Folic  acid  ( folacin ) . 

172.350  Fumaric  acid  and  salts  or  fumaric 
acids. 

172.365  Kelp. 

172.370  Iron-choline  citrate  complex. 

172.375  Potassium  iodide. 

172.385  Whole  fish  protein  concentrate. 
172.395  Xylitol. 

Subpart  E — Anticaking  Agents 

172.410  Calcium  silicate. 

172.430  Iron  ammonium  citrate. 

172.480  Silicon  dioxide. 

172.490  Yellow  prusslate  of  soda. 
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MM£5  AMIk  MfiUlATIONS 


Sukpart  F — Flaworinc  Acants  and  Ralatad 
Subatancaa  . 

Sec.  ^ 

172.510  Natural  flavoring  substances  and 
natural  substances  used  In  con¬ 
junction  with  flavors. 

172.515  Synthetic  flavoring  substances  and 
adjuvants. 

172.520  C!ocoa  with  dloctyl  sodium  sulfoc- 
cinate  for  manufacturing. 

172.530  Disodliun  guanylate. 

172.535  Disodlum  inosinate. 

172.560  Modifled  bop  extract. 

172.575  Quinine. 

172.580  Safrole-free  extract  of  sassafras. 
172.585  Sugar  beet  extract  flavor  base. 
172.590  Yeast-malt  sprout  extract. 

Subpart  G— Gums,  Chewing  Gum  Bases  and 
Relate  Substances 

172.610  Arabinogalactan. 

172.615  Chewing  gum  base. 

172.620  Carrageenan. 

172.623  Carrageenan  with  polysorbate  80. 
172.626  Salts  of  carrageenan. 

172.655  Puroelleran. 

172.660  Salts  of  furcelleran. 

172.695  Xanthui  gum. 

Subpart  H — Other  Specific  Usage  Additives 

172.710  Adjuvants  for  pesticide  use  dilu¬ 
tions. 

172.712  Dimethyl  dlalhyl  ammonium  chlo¬ 
ride. 

172.715  Calcium  llgnosulfonate. 

172.720  Calcium  lactobionate. 

172.725  OibberelUc  aold  and  its  potassitun 
salt. 

172.730  Potassium  bromate. 

172.735  Glycerol  ester  of  wood  rosin. 

172.755  Stearyl  monoglycerldyl  citrate. 
172.765  Succistearln  (stearoyl  propylene 
glyool  hydrogen  succinate). 
172.770  Ethylene  oxide  polymer. 

172.775  Methacrylic  acld-divlnylbenzene  oo- 
pblymer. 

Subpart  I — Multipurpose  AddKIvas 

172.802  Acetone  peroxides. 

172A04  Aspartame. 

172A06  Azodlcarbonamlde. 

172.808  Copolymer  condensates  of  ethylene 
oxide  and  propylene  oxide. 

172.810  Dloctyl  sodium  sulfosuccinate. 
172.812  Glycine. 

172A14  Hydroxylated  lecithin. 

172A16  Methyl  glucoside-ooconut  oil  ester. 
172A18  Oxystearin. 

172.820  Polyethylene  gyloc^  (mean  mole¬ 
cular  weight  200-9,500) . 

172.822  Soditim  laur^  sulfate. 

172.824  Sodium  mono-  and  dimethyl  naph¬ 
thalene  sulfcmates. 

172.826  Sodium  stearyl  fumarate. 

172.828  Acetylated  monoglycerides. 

172.830  Succinylated  monoglycerides. 
172.832  Monoglyceride  citrate. 

172.834  Ethoxylabed  mono-  and  dlglycer- 
ides. 

172.836  Polysorbate  60. 

172.838  Polysorbate  65. 

172.840  Polysorbate  80. 

172.842  Sorbltan  monoetearate. 

172.844  Calcium  stearoyl-2-lactylate. 

172.846  Sodium  stearoyl-2-lactylate. 

172.848  Dactylic  esters  of  fatty  acids. 
172.850  Lactylated  fatty  acid  esters  of  glyc¬ 
erol  and  propylene  glycol. 

172.852  Glyceryl-lacto  esters  of  fatty  acids. 
172.854  Polyglycerol  esters  of  fatty  adds. 
172.856  Propylene  glycol  mono-  and  di- 
esters  of  fats  and  fatty  acids. 
172.858  Propylene  glycol  alginate. 

172.860  Fatty  acids. 

172.862  Oleic  acid  derived  from  tall  oil 
fatty  acids. 


172.863  Salts  of  fatty  acids. 

172.864  Synthetic  fatty  aloohda. 

172.866  S^thette  glyoerin  produced  by  the 
hpdragenolyMs  of 
172.868  Bthyl  oelluloM. 

172.870  Hydroxypn^yl  cellulose. 

172.872  Methyl  ethyl  cellulose. 

172.874  Hydroxypropyl  methyloellulose. 
172.876  Castor  oil. 

172.878  White  mineral  oil. 

172.880  Petrolatum. 

172.882  Synthetic  isoparafflnic  petroleum 
hydrocarbons. 

172.884  Odorless  light  petroleum  hydro¬ 
carbons. 

172.886  Petroleum  wax. 

172.888  Synthetic  petroleum  wax. 

172.890  Rice  bran  wax. 

172.892  Food  starch-modlfled. 

172.894  Modified  cottonseed  products  In¬ 
tended  for  human  consumption. 
172.896  Dried  yeasts. 

172.898  Bakers  yeast  glycan. 

Authoritt:  Secs.  409,  701,  52  Stat.  1055- 
1056  as  amended,  72  Stat.  1785-1788  as 
amended  (21  tT.S.C.  848,  871),  unless  other¬ 
wise  noted. 

Subpart  A— tSeneral  Provisions 

§  172.5  General  provisions  for  direct 
food  additives. 

(a)  Regulations  prescribing  conditions 
under  which  food  additive  substances 
may  be  safely  used  predicate  us^e  under 
conditions  of  good  manufacturing  prac¬ 
tice.  For  the  purposes  of  this  part,  good 
manufacturing  practice  shall  be  defined 
to  include  the  following  restrictions. 

(1)  The  quantity  of  the  substance 
added  to  food  does  not  exceed  the 
amoimt  reasonably  required  to  accom- 
I^h  its  intended  physical,  nutritive,  or 
other  technical  effect  In  food. 

(2)  Any  substance  intended  for  use  in 
or  on  food  is  of  appropriate  food  grade 
and  Is  prepared  and  handled  as  a  food 
Ingredient. 

(b)  The  existence  of  a  regulation  pre¬ 
scribing  safe  conditions  of  use  fcv  a  food 
additive  shall  not  be  construed  to  relieve 
the  use  of  the  substance  fran  compli¬ 
ance  with  any  other  provision  of  the 
act. 

(c)  The  existence  of  any  regulation 
prescribing  safe  conditions  of  use  for  a 
nutrient  substance  does  not  constitute  a 
finding  that  the  substance  Is  useful  or 
required  as  a  supplenieiit  to  the  diet  of 
humans. 

Subpart  B — Food  Preservatives 
§  172.110  BHA. 

The  food  additive  BHA  (butylated 
hydroxysmisole)  alone  or  in  combination 
with  other  antioxidants  permitted  In 
food  for  human  consumption  in  this  Sub¬ 
part  B  may  be  safely  used  in  or  on  spec¬ 
ified  foods,  as  follows: 

(a)  The  BHA  meets  the  following 
specification : 

Assay  (total  BHA),  98.5  percent  minimum. 
Melting  point  48*  C  minimum. 

(b)  The  BHA  is  used  alone  or  in  com¬ 
bination  with  BHT,  as  an  antioxidant  in 
foods,  as  follows: 


Limitations 
(total  BHA 
and  BHT) 
parts  per 


Food  mittton 

Dehydrated  potato  shreds _  50 

Aottve  dry  yeast _  1 1,  ooo 

Beverages  and  desserts  prepared 

from  dry  mixes _  i2 

Dry  breakTast  cereals _  50 

Dry  diced  glaxed  fruit _  '  32 

Dry  mixes  for  beverages  and 

desserts _  >90 

Emulsion  stsbUlsers  for  shOTten- 

ings . . 200 

Potato  flakes _  60 

Potato  granules.. _  10 

Sweetpotato  flakes _  60 


>  BHA  only. 

(c)  To  assure  safe  use  of  the  additive: 

(1)  The  label  of  any  market  package 
of  the  additive  shall  bear,  in  addition  to 
the  other  information  required  by  the 
act,  the  name  of  the  additive. 

(2)  When  the  additive  is  marketed  in 
a  suitable  carrier,  in  addition  to  meeting 
the  requirement  of  paragraph  (c)  (1)  of 
this  section,  the  label  shall  declare 
the  percentage  of  the  additive  in  the 
mixture. 

(3)  The  label  or  labeling  of  dry  mixes 
for  beverages  and  desserts  shall  bear  ad¬ 
equate  directions  for  use  to  provide  that 
beverages  and  desserts  prepared  from  the 
dry  mixes  contain  no  more  than  2  parts 
per  million  BHA. 

§  172.115  BHT. 

The  food  additive  BHT  (butylated  hy- 
droxytoluene) ,  alone  or  in  combination 
with  other  antioxidants  pamitted  in  this 
Subpart  B  may  be  safely  used  in  or  on 
specified  foods,  as  follows: 

(a)  The  BHT  meets  the  following 
specification:  Assay  (total  BHT)  99  pei  - 
Cent  Twlnlmiim. 

(b)  The  BHT  is  used  alone  or  in  c(Hn- 
bination  with  BHA,  as  an  antioxidant 
in  foods,  as  follows: 

Limitations 
(total  BHA 
and  BHT) 
parts  per 
Food  million 

Dehydrated  potato  shreds _  50 

Dry  breakfast  cereaU _  50 

Emulsion  stabUlzers  for  shwtenlngs..  200 

Potato  flakes _  60 

Potato  granules _  10 

Sweetpotato  flakes _  50 

(c)  To  assure  safe  use  of  the  additive : 

(1)  The  label  of  any  market  package 
of  the  additive  shall  bear,  in  addition  to 
the  other  information  required  by  the 
act,  the  name  of  the  additive. 

(2)  When  the  additive  is  marketed  in 
a  suitable  carrier.  In  addition  to  meeting 
the  requirement  of  paragraph  (c)  (1)  of 
this  section,  the  laM  shall  declare  the 
percentage  of  the  additive  in  the  mixture. 

§  172.120  Calcium  aUsodium  EDT.4. 

The  food  additive  calcium  disodlum 
EDTA  (calcium  disodlum  ethyloiedi- 
aminetetraaoetate)  may  be  saf^  used 
in  designated  foods  for  the  purposes  and 
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in  accordance  with  the  conditions  pre¬ 
scribed,  as  follows: 

<a>  The  additive  ccHitalns  a  minimum 
of  99  percent  by  weight  of  either  the 
dihydrate  -21110  or  the 

trihydrate  Ci^uOtN<CaNai-3HiO.  or 
any  mixture  of  the  two. 

<b)  It  is  used  or  intended  for  use  as 
follows: 

<1)  Alone,  in  the  following  foods  at 
not  to  exceed  the  levels  prescribed,  cal¬ 
culated  as  the  anhydrous  compound: 


Limita- 

tioii 

Food 

(parts 
per  mil- 

1  se 

lion) 

CnWnip^.  jm-kW . 

22*) 

Promote  color,  flavor. 

and  texture  reten¬ 
tion. 

Caiiiird  carlKuiaii'd 

33 

Promote  flavor  reteii- 

soft  drinks. 

tian. 

Csnn^  while 

no 

Promote  color  men- 

potatoes. 

tion. 

Clams  (cooked 

.340 

Promote  color  reien- 

canned). 

tion. 

Crabmeat  (cooked 

275 

Retard  straritc  (nr- 

canned). 

laation;  promote 
color  retention. 

C'nmmbers  pk  kled... 

220 

Prooiote  color,  flavor. 

and  texture  rcten- 
Uon. 

* 

DiitUled  alcohoik- 

2S 

Pronaote  ataUbty  of 

beverages. 

color,  flavor,  and/ 
or  product  clarity. 

Dressings,  noiistnnd- 

75 

Preoervalive. 

ardiird. 

Dried  lima  beans 

310 

Promote  color  reten- 

(ceake«l  canned). 

tion. 

Egg  product  that  is 

«  200 

Preservaiive. 

l>a^-cooked  and 
consists,  tn  a  cvlin- 
drical  shape,  oi  egg 
white  with  an  inner 
core  of  egg  yolk. 

Tcnnented  malt 

25 

Autigusliing  agent. 

beverwea. 

French  dn>ssiiig . 

75 

rreaervalive. 

Navonnaise . 

75 

Do. 

Nnslimotiis  ti-ooked 

200 

Promote  color  reten- 

canned'. 

tion  witeu  such  use 
is  prescribed  by  an 

eflk-tiva  teniparary 
perrait  issued  under 

sec.  130.17  of  this 

chapter. 

OlfoniaigaN'ine . 

75 

Preoervalive. 

Pecan  pic  lining . 

100 

Promote  color  reten- 

tion. 

Potsta  salad . 

100 

I’reaerv  alive. 

Proces.<!ed  dry  pinto 

800 

Promote  color  reten- 

beans. 

tion. 

Salad  dressing . 

75 

Preoervmtive. 

Sandwich  spread . 

100 

Da 

Saocee . - . 

75 

I>j. 

Shrimp  (cooked 

2S0 

Rk'tard  struvite  (ur- 

canned). 

pr<Mn«>4« 
color  rctwtion. 

Spik-e  extranives 

«0 

PronMte  color  and 

in  soluble  carriers. 

flavor  retention. 

Spreads.  anifleisBy 

too 

Promote  color  reten- 

rolored  and  lemon- 

tion. 

flavored  or  orange- 
flavored. 

>  By  wright  ot  rgg  yolk  portion. 

(2)  With  disodium  EDTA  (disodium 
ethylenediaminetetraacetate)  in  the  fol¬ 
lowing  foods  at  not  to  exceed,  in  com¬ 
bination,  the  levels  prescribed,  calculated 
as  anhydrous  CHHi/>Jf2CaNa,: 


Food 

limita¬ 

tion 

tportt 

mi^Um) 

Use 

Drtorings.  nonoiandarditcd... 

75 

Preoervotive. 

Fioneb  dnoorng . . 

75 

Do. 

75 

Do. 

Solad  dressing  . 

7^ 

Do. 

Sondwich  sprea<l . 

mo 

l>o. 

Satires . . . . 

75 

Do. 

(c)  To  asure  safe  use  of  the  additive: 

1 1 )  The  label  and  labeling  of  the  ad¬ 
ditive  container  shall  bear,  in  addition 
to  the  other  information  required  by  the 
act.  the  name  of  the  additive. 

(2)  The  lab^  or  labeling  of  the  addi¬ 
tive  container  shall  bear  adequate  use 
directions  to  provide  a  final  food  product 
tliat  complies  with  the  limitations  pro¬ 
vided  in  paragraph  ib)  of  this  section. 

<d)  In  the  standardized  foods  listed 
in  paragraph  (b>  of  this  section,  the 
additives  are  used  only  in  compliance 
with  the  applicable  standards  (rf  identity 
for  such  foods. 

§  172.130  Drhvfirutirettr  arial. 

The  food  additive  dehydroacetic  acid 
and/or  its  sodium  salt  may  be  safely  used 
in  accordance  with  the  follow’ing  pre¬ 
scribed  conditions: 

•  a»  The  food  additive  meets  the  fol¬ 
lowing  specifications : 

Dehydroacetic  acid:  Melting  point. 
100°  C-lll°  C;  assay,  minimum  98  per¬ 
cent  tdry  basis' . 

Sodium  salt  of  dehydroacetic  acid: 
Assay,  minimum  98  percent  (dry  basis). 

(b)  It  is  used  or  intended  for  use  as 
a  preservative  for  cut  or  peeled  squash, 
arid  is  so  used  that  no  more  than  65  parts 
per  million  expressed  as  dehydrocu;etic 
acid  remains  in  or  on  the  prepared 
squash. 

(c)  The  label  or  labeling  of  any  pack¬ 
age  of  the  additive  intended  for  iise  in 
food  shall  bear,  adequate  directions  for 
use  to  insure  compliance  with  this 
section. 

§  172.133  DiMxlium  KDT.4. 

The  food  additive  disodium  EDTA 
<  disodium  ethylenediaminetetraacetate) 
may  be  safely  used  in  designated  foods 
for  the  pturposes  and  in  accordance  with 
the  f (lowing  prescribed  conditions: 

<a)  The  additive  contains  a  minimum 
of  99  percent  disodium  ethylenediamine¬ 
tetraacetate  dihydrate  (CwHi^OiNiNaj* 
2H:0). 

(b)  It  is  used  or  intended  for  use  as 
follows : 

(1>  Alone,  in  the  f (blowing  foods  at 
not  to  exceed  the  levels  prescribed,  cal¬ 
culated  as  anh^'droiis  calcium  disodium 
EDTA: 


Food 

Llmira- 
rian 
tports 
per  rail- 
lion) 

I'se 

Aqueous  ranltivito- 

l.W 

With  ironfsstlts  as  a 

mia  preparations. 

stabtlixer  lor  vita- 

Canned  black-etisl 

14.3 

min  S'-’  in  liquid 
multivitamin 
preparations, 
rminote  color  le- 

peiiis. 

tentkm. 

Canned  cooked 

145 

Do. 

chickpeas. 

Canned  kidney 

145 

rreserTaii^e. 

beans. 

Ciuined  strawlterry 

ym 

Promote  color  re- 

pie  flUing. 

tention. 

C  ooked  sqn#:iee  . 

3« 

.Ls  a  cure  aci-cWrator 

Drc.saiiigs.  nonstand- 

7.3 

vrith  sodium  ascor- 
l«te  or  ascorbic 
acid. 

Preservative. 

ardit'Hl. 

Fnuiota  dresaij4t . 

4^ 

Do. 

Froxen  white  p»>- 
tatoes  iaeindiiit 

mo 

Proinme  color  re- 

untioii. 

cut  paiauies. 

Cefllto  flsb  balls  or 

50 

Inliibit  dis<-oloration. 

pattieo  in  pocking 
medium. 

Mayonnaise . . 

•  *> 

rreaenrutive. 

Ready-to-eat  cereal 

>315 

Promote  color  re- 

Prodioeti  oomaiwiiig 

tetuion. 

driad  lionoiiat 

Salad  dreasitut . 

75 

Preservative. 

Sandwich  spread . 

I"" 

Do. 

Sooces. . 

75 

Do. 

I  on  loul  wigbt  •/  ftnished  produi-t  iiu-hutiiig 
pnrkiiix  niodumt. 

*  III  diird  banan.'i  coniponcut  of  oprral  pitMlun. 


(2)  With  calcium  disodium  EDTA 
(calcium  disodium  ethylenediaminetet¬ 
raacetate;  calcium  disoditnn  (ethylened- 
initrilo)  tetraacetate),  in  the  following 
foods  at  not  to  exceed,  in  c(xnbinatk>n. 
the  levels  prescribed,  calculated  as  an¬ 
hydrous  C..JluO>N:CaNa.-: 


Food 

Liuiita- 

tioii 

(pons 

miSioii) 

Cse 

Dressings,  uonst;\ndardised  „ 

75 

I'reservati 

French  dreasing . 

75 

Dt>. 

75 

Da. 

Salial  dresotog.  . 

T5 

Du. 

Sandwich  spread . 

im 

Do. 

Sauces . 

75 

Do. 

(3)  Alone,  as  a  sequestrant  in  the  non¬ 
nutritive  sweeteners  that  are  listed  in 
S  180.37  of  this  chapter  and  that,  in  addi¬ 
tion.  are  designed  for  aqueous  solution: 
Provided.  That  the  amount  of  the  addi¬ 
tive,  calculated  as  anhydrous  calcium  di¬ 
sodium  EDTA.  does  not  exceed  0.1  per¬ 
cent  by  weight  of  the  dry  nonnutritive 
sweetener. 

(c)  To  assure  the  safe  use  of  the 
additive: 

(1)  The  label  and  labeling  of  the  ad¬ 
ditive  container  shall  bear,  ip  addition  to 
the  other  informatiem  required  by  the 
act,  the  name  of  the  additive. 
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(2)  The  label  or  labeling  of  the  addi¬ 
tive  container  shall  bear  adequate  use 
directions  to  provide  a  final  food  product 
that  complies  with  the  limitations  pro¬ 
vided  in  paragraph  (b)  of  this  section. 

(d)  ly  the  standardized  foods  listed 
in  paragraph  (b)  (1)  and  (2)  of  this  sec¬ 
tion  the  additives  are  used  only  in  com¬ 
pliance  with  the  applicable  standards  of 
identity  for  such  foods. 

§  172.140  Ethoxyquin. 

(a)  Ethoxyquin  (1.2-dihydro-6-eth- 
oxy-2.2,4-trimethylquinoline)  may  be 
safely  used  as  an  antioxidant  for  pres¬ 
ervation  of  color  in  the  production  of 
chili  powder,  paprika,  and  ground  chili 
at  levels  not  in  excess  of  100  parts  per 
million. 

(b)  In  order  to  provide  for  the  safe 
use  of  the  additive  in  feed  prepared  in 
accordance  with  §§  573.380  and  573.400 
of  this  chapter,  tolerances  are  established 
for  residues  of  ethoxyquin  in  or  on  edible 
products  of  animals  as  follows: 

5  parts  per  million  in  or  on  the  un¬ 
cooked  fat  of  meat  from  animals  except 
poultry. 

3  parts  per  million  in  or  on  the  un¬ 
cooked  liver  and  fat  of  poultry. 

0.5  part  per  million  in  or  on  the  un¬ 
cooked  muscle  meat  of  animals. 

0.5  part  per  mUlion  in  poultry  eggs. 

Zero  in  milk. 

§  172.145  Heptylparaben. 

(a)  The  food  additive  heptylparaben  is 
the  chemical  n-heptyl  p-hydroxybenzo- 
ate. 

(b)  It  may  be  safely  used  to  inhibit 
microbiological  spoilage  in  accordance 
with  the  following  prescribed  ccmditlons: 

(1)  In  fermented  malt  beverages  in 
amoimts  not  to  exceed  12  parts  per  mil¬ 
lion. 

(2)  In  noncarbonated  soft  drinks  and 
fruit-based  beverages  in  amoimts  not  to 
exceed  20  parts  per  million,  when  stand¬ 
ards  of  identity  established  under  section 
401  of  the  act  (21  U.S.C.  341)  do  not 
preclude  such  use. 

§  172.150  4-Hydrox}methyl-2,6-di-fprl- 
butylphcnol. 

The  food  additive  4-hydroxymethyl- 
2,6-di-ferf-butylphenol  may  safely 
used  in  food  in  accordance  with  the  fol¬ 
lowing  prescribed  ccmditions: 

(a)  The  additive  has  a  solidification 
point  of  140°  C-141°  C. 

(b)  The  additive  is  used  as  an  anti¬ 
oxidant  alone  or  in  combination  with 
other  permitted  antioxidants. 

(c)  The  total  amount  of  all  antioxi¬ 
dants  added  to  such  food  shall  not  ex¬ 
ceed  0.02  percent  of  the  oil  or  fat  con¬ 
tent  of  the  food,  including  the  essential 
(volatile)  oil  content  of  the  food. 

§  172.160  Potassium  nitrate. 

The  food  additive  potassium  nitrate 
may  be  safely  used  as  a  curing  agent  in 
the  processing  of  cod  roe.  in  an  amount 
not  to  exceed  200  parts  per  million  of  the 
finished  roe. 

§  172.170  Sodium  nitrate. 

The  food  additive  sodium  nitrate  may 
be  safely  used  in  (»:  on  specified  foods  in 


accordance  with  the  following  prescribed 
conditions: 

(a)  It  is  used  or  intended  for  use  as 
follows: 

(1)  As  a  preservative  and  color  fixa¬ 
tive,  with  or  without  sodium  nitrite,  in 
smoked,  cured  sabl^idi,  smoked,  cured 
salmon,  and  smoked,  cured  shad,  so  that 
the  level  of  sodium  nitrate  does  not  ex¬ 
ceed  500  parts  per  million  and  the  level 
of  sodium  nitrite  .does  not  exceed  200 
parts  per  million  in  the  finished  product. 

(2*  As  a  preservative  and  color  fixa¬ 
tive,  with  or  without  sodium  nitrite,  in 
meat-curing  preparations  for  the  home 
curing  of  meat  and  meat  products  (in¬ 
cluding  poultry  and  wild  game),  with 
directions  for  use  which  limit  the  amount 
of  sodium  nitrate  to  not  more  than  500 
parts  per  million  in  the  finished  meat 
product  and  the  amount  of  sodiiun 
nitrite  to  not  more  than  200  parts  per 
million  in  the  finished  meat  product. 

(b)  To  assure  safe  use  of  the  additive, 
in  addition  to  the  other  information  re¬ 
quired  by  the  act: 

(1)  The  label  of  the  additive  or  of  a 
mixture  containing  the  additive  shall 
bear: 

(1)  The  name  of  the  additive. 

(ii)  A  statement  of  the  ccmcentration 
of  the  additive  in  any  mixture. 

(2)  If  in  a  retail  package  intended  for 
household  use,  the  label  and  labeling  of 
the  additive,  or  of  a  mixture  containing 
the  additive,  shall  bear  adequate  direc¬ 
tions  for  use  to  provide  a  final  food  prod¬ 
uct  that  complies  with  the  limitations 
prescribed  in  paragraph  (a)  of  this 
section. 

(3)  If  in  a  retail  packsige  intended  for 
household  use.  the  label  of  the  additive 
or  of  a  mixture  containing  the  additive, 
shall  bear  the  statement  “Keep  out  of 
the  reach  of  children”. 

§  172.175  Sodium  nitrite. 

The  food  additive  sodium  nitrite  may 
be  safely  used  in  or  on  specified  foods  in 
accordance  with  the  following  prescribed 
conditions: 

(a)  It  is  used  or  intended  for  use  as 
follows: 

(1)  As  a  color  fixative  in  smoked  cured 
tunafish  products  so  that  the  level  of 
sodium  nitrite  does  not  exceed  10  parts 
per  million  (0.001  percent)  in  the  finished 
product. 

(2)  As  a  preservative  and  color  fixa¬ 
tive,  with  or  without  sodium  nitrate,  in 
smoked,  cured  sablefish,  smoked,  cured 
salmon,  and  smoked,  ciu«d  shad  so  that 
the  level  of  sodium  nitrite  does  not  ex¬ 
ceed  200  parts  per  millkm  and  the  level 
of  sodium  nitrate  does  not  exceed  500 
parts  per  million  in  the  finished  product. 

(3)  As  a  preservative  and  color  fixa¬ 
tive,  with  sodium  nitrate,  in  meat-curing 
preparations  for  the  home  curing  of  meat 
and  meat  products  (including  poultry 
and  wild  game) .  with  directions  for  use 
which  limit  the  amount  of  sodium  ni¬ 
trite  to  not  more  than  200  parts  per 
miUion  in  the  finished  meat  ivoduct, 
and  the  amount  of  sodium  nitrate  to  not 
more  than  500  parts  per  million  in  the 
finished  meat  piquet. 

(b)  To  assure  safe  use  of  the  additive. 


in  addition  to  the  other  information 
required  by  the  act: 

(1)  The  label  of  the  additive  or  of  a 
mixture  containing  the  additive  shall 
bear: 

(1)  The  name  of  the  additive. 

(ii)  A  statement  of  the  concentration 
of  the  additive  in  any  mixture. 

(2)  If  in  a  retail  package  intended  for 
household  use,  the  label  and  labeling  of 
the  additive,  or  of  a  mixture  containing 
the  additive,  shall  bear  adequate  direc¬ 
tions  for  use  to  provide  a  final  food  prod¬ 
uct  which  complies  with  the  limitations 
prescribed  in  paragraph  (a)  of  this 
section. 

(3)  If  in  a  retail  package  intended  for 
household  use,  the  label  of  the  additive, 
or  of  a  mixture  containing  the  additive, 
shall  bear  the  statement  “Keep  out  of 
the  reach  of  children”. 

§  172.177  Sodium  nitrite  used  in  prof¬ 
essing  smoked  ehub. 

The  food  additive  sodium  nitrite  may 
be  safely  used  in  combination  with  salt 
(NaCl)  to  aid  in  inhibiting  the  outgrowth 
and  toxin  formation  from  Clostridium 
botulinum  type  E  in  the  ccunmercial 
processing  of  smoked  chub  in  accordance 
with  the  foUowring  prescribed  conditions : 

(a)  All  fish  in  smoking  establish¬ 
ments  shall  be  clean  and  wholesome  and 
shall  be  expeditiously  processed,  packed, 
and  stored  under  adequate  sanitary  con¬ 
ditions  in  accordance  with  good  manu¬ 
facturing  practice. 

(b)  The  brining  procedure  is  con¬ 
trolled  in  such  a  manner  that  the  water 
phase  portion  of  the  edible  portion  of 
the  finished  smoked  product  has  a  salt 
(NaCl)  content  of  not  less  than  3.5  per¬ 
cent,  as  measured  hi  the  loin  muscle,  and 
the  sodium  nitrite  content  of  the  edible 
portion  of  the  finished  snuriied  product  is 
not  less  than  100  parts  per  million  and 
not  greater  than  200  parts  per  million,  as 
measured  in  the  loin  muscle. 

(c)  Smdeed  chub  shall  be  heated  by  a  , 
controlled  heat  process  which  provides  a  ' 
monitoring  system  positioned  in  as  many 
strategic  locations  in  the  sme^ehouse  as 
necessary  to  assure  a  continuous  tem¬ 
perature  throughout  each  fish  of  at  least 
160  °F  for  a  minimum  of  30  minutes. 

(d)  The  finished  product  shall  be 
cooled  to  a  temperature  of  50  *  P  or  be¬ 
low  within  3  hours  after  smoking  and 
further  cooled  to  a  temperature  of  38  *  F 
or  below  within  12  hours  after  smoking. 
A  temperature  of  38  °  F  or  below  shall  be 
maintained  during  all  subsequent  stor¬ 
age  and  distribution.  All  shipping  con¬ 
tainers,  retail  packages,  and  shipping 
records  shall  indicate  with  appropriate 
notice  the  perishable  nature  of  the  prod¬ 
uct  and  specify  that  the  product  shall 
be  held  under  refrigeration  (38  °  F  or 
below)  until  consiuned. 

(e>  To  assure  safe  use  of  the  additive: 

( 1 )  The  label  and  labeling  of  the  addi¬ 
tive  container  shall  bear,  in  additi<m  to 
the  other  information  required  by  the 
act.  the  name  of  the  additive. 

(2)  The  label  or  labeling  of  the  addi¬ 
tive  container  shall  bear  adequate  direc¬ 
tions  to  assure  use  in  compliance  with 
the  provisions  of  this  section. 
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§  172.180  Stainous  chlorMe. 

The  food  addlUYe  Btanmoiii  chloride 
mtkj  be  safely  used  for  color  retention  In 
asparacus  packed  in  glaas.  with  ttds  lined 
with  an  inert  material.  In  an  amount  not 
to  exceed  20  parts  per  million  calculated 
as  tin  (Sn). 

§  172.185  TBHQ. 

Hie  food  additive  TBHQ,  which  is  the 
chemical  2-(l.l-dimethylethyD>1.4-ben- 
cenediol  (Chemical  Abstracts  Service 
Registry  Number  1048-33-0) .  also  known 
as  tertiary  bu^lhydroquinone.  may  be 
safely  used  in  food  in  accordance  with 
the  f (lowing  prescribed  conditions; 

(a)  The  food  additive  has  a  melting 
point  of  126.5*  C-128.5*  C. 

(b)  It  is  used  as  an  antioxidant  alone 
or  in  combination  with  BHA  and/or 
BHT. 

(c)  The  total  antioxidant  ccmtent  of  a 
food  containing  the  additive  will  not  ex¬ 
ceed  0.02  percent  of  the  oil  or  fat  con¬ 
tent  of  the  food,  including  the  essential 
(volatile)  oil  content  of  the  food. 

S  172.190  THBP. 

The  food  additive  THBP  (2,4,5-trih>'- 
droxybutyrophenone)  may  be  saftiy  used 


in  food  in  accordance  with  the  following 
prescribed  conditlcxis: 

(a)  The  food  additive  has  a  melting 
point  of  148*  C-153*  C. 

(b)  It  is  used  as  an  antioxidant  alone 
or  in  comUnatkm  with  other  permitted 
antioxidants. 

(c)  The  total  antioxidant  content  of 
a  food  containing  the  additive  will  not 
exceed  0.02  percent  of  the  <dl  or  fat  ex¬ 
tent  of  the  f(x>d,  including  the  essential 
(volatile)  oil  content  of  the  food. 

Subpart  C — Coatings,  Films  and  Related 
Substances 

§  172.210  ('^Mlings  un  fretJa  cilruD  fruit. 

Coatings  may  be  applied  to  fresh  citrus 
fruit  for  protection  of  the  fruit  in  ac¬ 
cordance  with  the  following  conditions: 

(a)  The  coating  is  aindied  in  the  mini¬ 
mum  amount  required  to  accomplish  the 
intended  effect. 

(b)  The  coating  may  be  formulated 
from  the  following  components,  each 
used  in  the  minimum  quantity  reqidred 
to  accomplish  the  intended  effect; 

(1)  Substances  generally  recognized  as 
safe  for  the  punxise  or  previously  sanc¬ 
tioned  for  the  purpose. 

«2)  Cne  or  more  of  the  following: 


Component 

Fatty  acids - - - 

Oleic  acid  derived  from  tall  oil 
fatty  acids. 

PartlaUy  hydrogenated  rosin — 

Pentaerythrltol  ester  of  maleic 
anhydrlde-modlfled  wood 
rosin. 

Do  . _ . 


Polyethylene  glycol... 

Sodium  lauryl  sulfate. 
Wood  rosin _ 


Limitations 

Complying  with  S  172.860. 

Complying  with  f  172.862. 

Catalytlcallj  hydrogenated  to  a  maximum  refractive  index 
of  1.5012  at  100*  C.  Ckilor  of  WO  or  paler. 

Acid  number  of  134-145;  cbop-softenlng  point  of  127*  C- 
137*  C;  saponification  number  of  less  than  280;  and  a 
color  of  M  or  paler. 

Acid  number  of  176-186;  drop-softening  ptfint  of  110*  C- 
118*  C;  saponification  number  of  less  than  230;  and  a 
color  of  M  or  paler. 

Complying  with  I  172.820.  As  a  defoamer  and  dispersing 
adjuvant. 

Complying  with  I  172.822.  As  a  film  former. 

Color  of  K  or  paler. 


(3)  In  lieu  of  the  components  listed  in  paragraph  tb)  (2)  and  (4)  of  this  sec¬ 
tion,  the  following  copolymer  and  one  or  more  of  the  listed  adjuvants. 


Component 

Vinyl  chlOTlde-vlnylldene  chlo¬ 
ride  copolymer. 

Polyethylene  glycol _ 

Ptfiyvlnylpjnrolldone _ 

Potassium  persulfate _ 

Propylene  glycol  alginate _ 

Sodium  decylbenzenesulfonate. 


Limitations 

As  an  aqueous  dispersion  containing  a  minimum  of  75 
percent  water  when  applied. 

Complying  with  S  172.820.  .4s  a  defoamer  and  dispersing 
adjuvant. 

Do. 

Do. 

Do. 

Do. 


(4)  In  lieu  of  the  componoits  listed  in  paragrai^  (b)  (2)  and  (3)  of  this  sec¬ 
tion,  the  following  rosin  derivative  and  either  or  both  of  the  listed  adjuvants; 


Component  Limitations 

Calcium  salt  or  partially  dl-  Ha)'lng  a  maximum  drop-softening  point  of  107*C  and  a 
mertzed  rosin.  color  of  H  or  paler.  It  is  prepared  by  reaction  with  not 

more  than  7  parts  hydrated  lime  per  100  parte  ot  par¬ 
tially  dimerized  rosin.  The  partially  dimerized  rosin  Is 
rosin  that  has  been  dimerized  by  sulfuric  scld  catalyst 
to  a  drop-softening  point  of  05*  C  to  105*  C  snd  s  color 
of  wp  or  paler. 


Petroleum  naphtha -  As  adjuvant.  Complying  with  1 172J350. 

Sperm  oU -  As  adjuvant. 


§  172Jil5  Catunarane-imlene  resin. 

Hie  food  additive  eoumartme-indene 
resin  may  be  saftiy  used  on  grap^ruit. 
lemons.  Bmes.  oranges,  tangelos.  and 
tangerines  In  accordance  with  the  fol¬ 
lowing  prescribed  conditions: 

(a)  The  food  additive  is  manufactured 
by  the  polymerization  of  a  crude,  heavy 
coal-tar  sirivent  nai^itha  meeting  the 
following  specifications; 

(1)  It  is  a  mixture  of  indene,  indan 
(hydrindene),  substituted  benzenes,  and 
related  compounds. 

<2>  It  contains  no  more  than  0.25  per¬ 
cent  tar  bases. 

(3)  95  percent  distills  in  the  range 
167*  C-184*  C. 

(b)  Hie  food  additive  meets  the  fol¬ 
lowing  specifications; 

(1)  Soft  point,  ring  and  ball;  126*  C 
minimum  as  determined  by  the  American 
Society  for  Testing  Materials  Method  No. 
E-28-51T. 

<2>  Refractive  index  1.63-1.64. 

<c)  It  is  used  or  intended  for  use  as  a 
protective  coating  for  grapefruit,  lem<»is. 
limes,  oranges,  tangelos,  and  tangerines 
whereby  the  maximum  amount  of  the 
resin  remaining  on  the  fruit  does  not 
exceed  200  parts  per  million  on  a  fresh- 
weight  basis. 

(d)  To  assure  safe  use  of  the  additive: 

(1)  The  labri  of  the  market  package 
or  any  Intermediate  premix  of  the  addi¬ 
tive  shall  bear,  in  addition  to  the  other 
information  required  by  the  act: 

(1)  The  name  of  the  additive,  couma- 
rone- indene  resin. 

(b)  A  statement  of  the  concentration 
of  the  additive  therein. 

(2)  The  labti  or  accompanying  label¬ 
ing  shall  bear  adequate  directions  that, 
if  followed,  will  result  in  a  finished  food 
not  in  conflict  with  the  requirements  of 
this  section. 

§  172.223  Methyl  eMerv  of  fully  Nt-itls 
prodiirod  from  (-dible  falM  and  oilii. 

Methyl  esters  of  fatty  acids  produced 
from  edible  fats  and  oils  may  be  safely 
used  in  food,  subject  to  the  following 
prescribed  conditions; 

ta)  The  additive  consists  of  a  mixture 
of  methyl  esters  of  fatty  acids  produced 
from  edible  fats  and  oils  and  meets  the 
following  sp>ecifications; 

(1)  Not  less  than  90  percent  methyl 
esters  of  fatty  acids. 

(2)  Not  more  than  1.5  percent  un- 
saponifiable  matter. 

(b)  The  additive  is  used  or  intended 
for  use  at  a  level  not  to  exceed  3  percent 
by  weight  in  an  aqueous  emulsion  In  de¬ 
hydrating  grapes  to  produce  raisins, 
whereby  the  residue  of  the  additive  on 
the  raisins  does  not  exceed  200  parts  per 
million. 

§  172,230  Mkracapsules  for  flavoring 
oils. 

MlcrocapsulCB  may  be  aafdy  used  for 
encapsulating  discrete  particles  of  lla- 
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voring  oils  that  are  generally  recognized 
as  safe  for  their  intoided  use  or  are 
regulated  under  this  part,  in  accordance 
with  the  following  conditions: 

(a)  The  microcapsules  may  be  for¬ 
mulated  from  the  following  components, 
each  used  in  ihe  minimum  quantity  re¬ 
quired  to  accomidish  the  intended  effect: 

(1)  Substances  generally  recognized 
as  safe  for  the  purpose. 

(2)  One  or  more  of  the  following: 

Component  Limitations 

Succlnylated  gela-  Not  to  exceed  15  per- 

tin.  cent  by  combined 

weight  of  the  micro¬ 
capsule  and  flavoring 
oil.  Succinic  acid 
content  of  the  gela¬ 
tin  is  4.5  to  5.5  per¬ 
cent. 

Arabinogalactan  ..  Complying  with  !  172  - 
610;  as  adjuvant. 

Silicon  dioxide _  Complying  with  !  172  - 

480;  as  adjuvant. 

(3)  In  lieu  of  the  components  listed 
in  paragraph  (a)  (2)  of  this  section,  the 
following  components: 

Component  Limitations 

Glutaraldehyde  As  croes-linking  agent 

for  insolubilizing  a 
coacervate  of  gum 
arable  and  gelatin, 
n -Octyl  alcohol As  a  defoamer. 

(b)  The  microcapsules  may  be  used 
for  encapsulating  authorized  flavoring 
oils  for  use,  in  accordance  with  good 
manufacturing  practice,  in  foods  for 
which  standards  of  identity  established 
under  section  401  of  the  act  do  not  pre¬ 
clude  such  use,  except  that  microcap¬ 
sules  formulated  from  components  listed 
in  paragraph  (a)  (2)  of  this  section  may 
be  used  only  for  encapsulating  lemon  oil. 
distilled  lime  oil,  orange  oil,  peppermint 
oil,  and  spearmint  oil  for  use  in  dry 
mixes  for  puddings  and  gelatin  desserts. 

§  172.235  Morpholine. 

Morpholine  may  be  safely  used  as  a 
component  of  food,  subject  to  the  follow¬ 
ing  restrictions. 

(a)  It  is  used  as  the  salt(s)  of  one 
or  more  of  the  fatty  acids  meeting  the 
requirements  of  §  172.860,  as  a  compo¬ 
nent  of  protective  coatings  applied  to 
fresh  fruits  and  vegetables. 

(b>  It  is  used  at  a  level  not  in  excess 
of  that  reasonably  required  to  produce 
its  intended  effect. 

§  172.250  Petroleum  naphtha. 

Petroleiun  naphtha  may  be  safely  used 
in  food  in  accoi  lance  with  the  follow¬ 
ing  conditiems: 

(a)  The  additive  is  a  mixture  of  liquid 
hydrocarbons,  essentially  paraffinic  and 
naphthenic  in  nature  obtained  from 
petroleum, 

(b>  The  additive  is  refined  to  meet 
the  following  specificatiems  when  sub¬ 
jected  to  the  procedures  described  In  this 
paragr£^h. 

(1)  Boiling-point  range:  175*  P-300* 
P. 

(2)  Nonvolatile  residue:  0.002  gram 
per  100  milliliters  maximum. 


(3)  Ultraviolet  abs(»i>ance  limits,  as 
f(^ows: 

Maximum  absorbance 
Wavelength  (mllll-  per  centimeter 

microns)  optical  pathlength 

280-289— . - . . 0.  15 

290-299 _  .  13 

300-359 _ _ _  .08 

360-400 . . 02 

An.^lytical  Specificatk>n  fob  Petroleum 

Naphtha 

GENERAL  INSTRUCTIONS 

All  glassware  should  be  scrupulously 
cleaned  to  remove  all 'organic  matter  such 
as  oil,  grease,  detergent  residues,  etc.  Ex¬ 
amine  all  glassware.  Including  stoppers  and 
stopcocks,  under  ultraviolet  light  to  detect 
any  residual  fluorescent  contamination.  As 
a  precautionary  measure.  It  is  recommended 
practice  to  rinse  all  glassware  with  purifled 
isooctane  immediately  before  use.  No  grease 
is  to  be  used  on  stopcocks  or  Joints.  Great 
care  to  avoid  contamination  of  petroleiun 
naphtha  samples  in  handling  and  to  assure 
absence  of  any  extraneotis  material  arising 
from  inadequate  packaging  is  essential.  Be¬ 
cause  some  of  the  polynuclear  hydrocarbons 
sought  in  this  test  are  very  susceptible  to 
photo-oxidation,  the  entire  procedure  Is  to 
be  carried  out  under  subdued  light. 

APPARATUS 

Separatory  funnels.  250-milliliter,  and 
2,000-mlllillter  capacity,  equipped  with  tetra- 
fluoroethylene  polymer  stopcocks. 

Erlenmeyer  flask.  125-millillter  with  24/40 
standard  taper  neck. 

Evaporation  flask.  250-millillter  capacity 
all-glass  flask  equipped  with  24/40  standard 
taper  stopper  having  inlet  and  outlet  tubes 
to  permit  passage  of  nitrogen  across  the  sur¬ 
face  of  the  contained  liquid  to  be  evaporated. 

Condenser.  24^40  Joints,  fltted  with  dry¬ 
ing  tube,  length  optional. 

Spectrophotometric  cells.  Fused  quartz 
cells,  optical  path  length  in  the  range  of 
5.000  centimeters  ±0.005  centimeter;  also  tor' 
checking  spectrophotometer  performance 
only,  optical  path  length  In  the  range  1,000 
centimeter  ±0.005  centimeter.  With  dis¬ 
tilled  water  in  the  cells,  determine  any  ab¬ 
sorbance  diflerence. 

Spectrophotometer.  Spectral  range  250- 
400  niM  with  spectral  slit  width  ot  2  mu  or 
less;  under  instrument  operating  conditions 
for  these  absorbance  measurements,  the 
spectrophotometer  shall  also  meet  the  fol¬ 
lowing  performance  requirements : 

Absorbance  repeatability,  +0.01  at  0.4  ab¬ 
sorbance. 

Absorbance  accuracy,'  ±0.05  at  0.4  absorb¬ 
ance. 

Wavelength  repeatability,  ±0.2  millimicron. 
Wavelength  accuracy,  ±1.0  millimicron. 

Ultraviolet  lamp.  Long  wavelength  (3400- 
3800A*). 

REAGENTS 

Isooctane  (2fi,4-trimethylpentane) .  Use 
180  milliliters  in  a  260-milllllter  Erlenmeyer 
flask,  add  1  millUlter  of  purifled  n-hexade- 
.'sme.  Insert  the  head  assembly,  allow  nltro- 


'  As  determined  by  procedure  using  potas¬ 
sium  chromate  for  reference  standard  and 
described  In  National  Bureau  of  Standards 
Circular  484,  Spectrophotometry,  V&.  De¬ 
partment  ot  Commerce,  ^949.  The  accuracy 
is  to  be  determined  by  comparison  with  the 
standard  values  at  290,  345,  and  400  milli¬ 
microns. 


gen  gas  to  flow  into  the  inlet  tube  and 
connect  the  outlet  tube  to  a  solvent  trap  and 
vacuum  line  in  such  a  way  as  to  prevent  any 
back  flow  of  condensate  Into  the  flask.  The 
contents  of  the  flask  are  eviq>orated  on  a 
steam  bath  until  1  milliliter  of  residue  re¬ 
mains.  Dissolve  the  1  milliliter  of  hexade- 
cane  residue  in  isooctane  and  make  up  to 
25  milliliters.  Determine  the  absorbance  in 
a  5-centimeter  path  length  cell  compared  to 
Isooctane  as  reference.  The  absorbance 
should  not  exceed  0.01  per  centimeter  path 
length  between  280-400  nm.  If  necessary. 
Isooctane  may  be  purifled  by  passage 
through  a  column  of  activated  silica  gel 
(Grade  12,  Davidson  Chemical  Co.,  Baltimore, 
Md.,  or  equivalent)  or  by  distillation. 

Methyl  alcohol,  A.C.S.  reagent  grade.  Use 
10  milliliters  and  proceed  as  with  Isooctane. 
The  absorbance  per  centimeter  of  path  length 
should  be  0.00  between  280-400  ms.  Methyl 
alcohol  may  be  purifled  by  simple  distillation 
or  by  refluxing  in  the  presence  of  potassium 
hydroxide  (10  grams/2  liters)  and  zinc  dust 
(25  grams/2  liters)  for  3  hours  followed  by 
distillation. 

n-Hexadecane,  99  percent  olefln-free.  Di¬ 
lute  1.0  milliliter  of  n-hexadecane  to  25  mil¬ 
liliters  with  isooctane  and  determine  the 
absorbance  in  a  5-centimeter  cell  compared 
to  Isooctane  as  reference  between  280-400  m^. 
The  absorbance  per  centimeter  path  length 
shall  not  exceed  0.00  in  this  range.  Piu-ify, 
if  necessary,  by  percolation  through  activated 
silica  gel  or  by  distillation. 

Sodium  borohydride.  98  percent. 

Water.  All  distilled  water  must  be  ex¬ 
tracted  with  Isooctane  before  use.  A  series 
of  three  successive  extracts  of  1.5  liters  of 
distilled  water  with  100-mllllllter  portions  of 
isooctane  is  satisfactory. 

PROCEDURE 

Determination  of  ultraviolet  absorbance. 
Add  a  25-millillter  aliquot  of  the  hydrocar¬ 
bon  solvent  together  with  1  milliliter  of  hex- 
adecane  to  the  125-milllliter  Erlenmeyer 
flask.  While  flushing  with  nitrogen,  evap¬ 
orate  to  1  milliliter  on  a  steam  bath.  Nitro¬ 
gen  is  admitted  through  a  8±l-milllllter 
outer-diameter  tube,  drawn  out  into  a 
2±1 -centimeter  long  and  l±0.6-milllmeter 
inner-diameter  capillary  tip.  This  is  po¬ 
sitioned  so  that  the  capillary  tip  extends  4 
centimeters  into  the  flask.  The  nitrogen  flow 
rate  is  such  that  the  surface  of  the  liquid 
is  barely  disturbed.  After  the  volume  is 
reduced  to  that  of  the  1  milliliter  of  hex- 
adecane,  the  flask  is  left  on  the  steam  bath 
for  10  more  minutes  before  removing.  Add 
10  milliliters  of  purifled  Isooctane  to  the 
flask  and  reevaporate  the  solution  to  a  1- 
milliliter  volume  in  the  same  manner  as  de¬ 
scribed  above,  except  do  not  heat  for  an 
added  10  minutes.  Repeat  this  operation 
twice  more.  Let  the  fla^  cool. 

Add  10  milliliters  of  methyl  alcohol  and 
about  0.3  gram  of  sodium  borohydride. 
(Minimize  exposure  of  the  borohydride  to 
the  atmosphere;  a  measuring  dipper  may  be 
used.)  Immediately  fit  a  water-cooled  con¬ 
denser  equipped  with  a  24/40  Joint  and  with 
a  drying  tube  Into  the  flask,  mix  until  the 
sodium  borohydride  is  dissolved,  and  allow 
to  stand  for  30  minutes  at  room  tempra- 
ture,  with  intermittent  swirling.  At  the  end 
of  this  time,  disconnect  the  flask  and  evapo¬ 
rate  the  methyl  alcohol  on  the  steam  bath 
under  nitrogen  until  sodium  borohydride 
begins  to  drop  out  of  solution.  Remove  the 
flask  and  let  it  cool. 

Add  6  milliliters  of  Isooctane  to  the  flask 
and  swirl  to  wash  the  crystalline  slurry. 
Carefully  transfer  the  Isooctane  extract  to  a 
250-mtlllllter  separatory  funnel.  Dissolve 
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the  crystals  in  the  flask  witn  about  26  milll* 
liters  of  distmed  water  and  pour  this  also 
Into  the  separatory  funnel.  Adjust  the 
water  volume  In  the  separatory  funnel  to 
about  100  mlUUiters  and  shake  for  1  minute. 
After  separation  of  the  layers,  draw  off  the 
aqueous  layer  Into  a  second  260-mllllllter 
separatory  funnel.  Transfer  the  hydro¬ 
carbon  layer  In  the  flrst  funnel  to  a  28-mllU- 
liter  volumetric  flask. 

Carefully  wash  the  Erlenmeyer  flask  with 
an  additional  6  milliliters  of  Isooctane,  swirl, 
and  transfer  to  the  sectmd  separatory  funnel. 
Shake  the  funnel  for  1  minute.  After  sepa¬ 
ration  of  the  layers,  draw  off  the  aqueous 
layer  Into  the  first  separatory  fiinnel.  Trans¬ 
fer  the  Isooctane  In  the  second  funnel  to  the 
volumetric  flask.  Again  trash  the  Krlen- 
meyer  flask  with  an  additional  6  milliliters 
of  Isooctane,  swirl,  and  transfer  to  the  flrst 
separatory  funnel.  Shake  the  funnel  for 
1  minute.  After  separation  of  the  layers, 
draw  off  the  aqueous  layer  and  discard. 
Transfer  the  Isooctane  layer  to  the  volumet¬ 
ric  flaA  and  adjust  the  volume  to  25  milll- 
Uters  of  Isooctane.  Iflx  the  contents  well, 
then  transfer  to  the  flrst  separatory  funnel 
and  wash  twice  with  SO-mlUlllter  portions  of 
distilled  water.  Discard  the  aqueous  layers 
after  each  wash. 

Determine  the  ultraviolet  absorbance  of 
the  Isooctane  extract  in  5-centlmeter  path 
length  cells  compared  to  Isooctane  as  refer¬ 
ence  between  28(1-400  ms-  Determine  a  re¬ 
agent  blank  concmrently  with  the  sam¬ 
ple,  using  26  milliliters  of  purified  Isooctane 
Instead  of  a  solvent  sample  and  measuring 
the  ultraviolet  absorbance  of  the  blank  be¬ 
tween  280-400mM. 

The  reagent  blank  absorbance  should  not 
exceed  0.04  per  centimeter  path  length  be¬ 
tween  280-289  ms:  0.020  between  800-880 
ms:  and  0.010  between  880-400  ms- 

Determination  of  boiling-point  range.  Use 
ASTM  Method  D-88. 

Determination  of  nonvolatile  residne.  For 
hydrocarbons  boiling  below  260*  F  deter¬ 
mine  the  nonvolatile  residue  by  ASTM  Meth¬ 
od  D-1363;  for  those  boiling  above  260*  F. 
use  ASTM  Method  D-381. 

(c)  Petroleum  naphtha  containing 
antiozldantg  shall  meet  the  specified 
ultraviolet  absorbance  llmitfi  after  cor¬ 
rection  fm:  any  absorbance  due  to  the 
antioxldante.  Petroleum  naphtha  may 
contain  antioxidants  authorized  for  use 
in  f(x>d  in  an  amount  not  to  exceed  that 
reasonably  required  to  accomplish  the 
Intended  effect  or  to  exceed  any  pre¬ 
scribed  limitations. 

(d)  Petroleum  naphtha  is  used  or  in¬ 
tended  for  use  as  a  solvent  in  protective 
coatings  on  fresh  citrus  fruit  in  compli¬ 
ance  with  §  172.210. 

§  172.255  Polyarrylamidr. 

Polyacrylamide  containing  not  more 
than  0.2  percent  of  acrylamide  monomer 
may  be  safely  used  as  a  film  former  in 
the  imprinting  of  soft-sheU  gelatin  cap¬ 
sules  when  the  amount  used  is  not  in 
excess  of  the  minimum  required  to  pro¬ 
duce  the  intended  effect. 

§  172.260  Oxidized  polyethylene. 

Oxidized  polyethylene  may  be  safely 
used  as  a  component  of  food,  subject  to 
the  following  restrictlcms: 

(a)  Oxidized  pifiyethylene  Is  the  basic 
resin  produced  1^  tee  mild  air  oxidation 
of  pt^eteylene.  The  polyethylene  used 
in  tee  oxidation  process  conforms  to  tee 
density,  maximum  a -hexane  extractable 
fraction,  and  maximum  xylene  soluble 


fraction  specifications  prescribed  in  item 
2.3  of  the  table  in  1 177.1620(c)  of  this 
chapter.  The  oxidized  polyethylene  has  a 
minimum  number  average  molecular 
weight  of  1,200,  as  determined  by  high 
temperature  vapor  pressure  osmometry; 
contains  a  maximum,  oi  5  percent  by 
weight  of  total  oxygen;  and  has  an  acid 
value  of  9  to  19. 

<b)  The  additive  is  used  or  intended 
for  use  as  a  protective  coating  or  compo¬ 
nent  of  protective  coatings  for  fresh 
avocados,  bananas,  beets,  coc<muts,  egg¬ 
plant,  garlic,  grapefruit,  lem<ms,  limes, 
mango,  muskmelons,  onions,  oranges, 
piq)aya.  peas  (in  pods),  pineapple,  plan¬ 
tain.  pumpkin,  rutabaga,  squash  (acorn) , 
sweetpotatoes,  tangerines,  turnips,  wa¬ 
termelon,  Brazil  nuts,  chestnuts,  filberts, 
hazelnuts,  pecans,  and  walnuts  (all  nuts 
in  shells). 

(c)  The  additive  is  used  in  accordance 
with  good  manufacturing  practice  and 
in  an  amoimt  not  to  exceed  that  re¬ 
quired  to  produce  tee  Intended  effect. 

§  172.275  Synthetic  paraffin  and  <iac- 
cinic  derivatives. 

Synthetic  paraffin  and  succinic  deriva¬ 
tives  identified  in  this  section  may  be 
safely  used  as  a  component  of  food,  sub¬ 
ject  to  the  following  restrictions: 

(a)  The  additive  is  prepared  with  50 
percent  Fischer-Trops^  process  syn¬ 
thetic  paraffin,  meeting  the  definition 
and  spe^cations  of  i  172.615,  and  50 
percent  of  such  synthetic  pandOn  to 
which  Is  bonded  succinic  anhydride  and 
succinic  acid  derivatives  of  ls(vropyl  al¬ 
cohol,  polyethylene  glycol,  and  pcdypro- 
pylene  glycol.  It  consists  of  a  mixture 
of  tee  Flscher-Tropsch  process  paraffin 
(alkane) ,  alkyl  succinic  anhydride,  alkyl 
succinic  anhydride  isopropyl  half  ester, 
dlalkyl  succinic  anhydride  polyethylene 
glycol  half  ester,  and  dlalkyl  succinic 
anhydride  poljmropylaie  glycol  half 
ester,  where  tee  alkane  (alkyl)  has  a 
chain  lenfite  of  30-70  carbon  atoms  and 
the  polyethylene  and  polypropylene  gly- 
cols  have  molecular  weights  of  600  and 
260,  respectlvdy. 

(b)  The  additive  meets  the  following 
specifications:  Molecular  weight,  880- 
930;  melting  point.  215*-217*  P;  acid 
number.  43-47;  and  saponification  num¬ 
ber,  75-78. 

(c)  It  is  used  or  intended  for  use  as  a 
protective  coating  or  component  of  pro¬ 
tective  coatings  for  fresh  grapefruit. 
lem(His,  limes,  muskmelons.  oranges, 
sweetpotatoes,  and  tangerines. 

(d)  It  is  used  in  an  amount  not  to 
exceed  that  required  to  produce  the  in¬ 
tended  effect. 

§  172.280  Terpone  rcHin. 

The  food  additive  terpene  resin  may  be 
safely  used  in  acccurdance  wite  the  fol¬ 
lowing  prescribed  conditions: 

(a)  The  food  additive  is  the  beta- 
pinene  polymer  obtained  by  polymerizing 
terpene  hydrocartxms  derived  from  wood. 
It  has  a  softening  point  of  112*  C  — 118* 
C,  as  determined  by  ASTM  method 
E-28-51T. 

(b)  It  is  used  or  intoided  for  use  as 
follows: 

(1)  As  a  mixture  barrier  on  soft  g^- 


tln  capsules  in  an  amount  not  to  exceed 
0.07  percent  of  tee  weight  oi  tee  capsulci 

(2)  As  a  moisture  barrier  on  powders 
of  ascorbic  add  or  its  salts  in  an  amount 
not  to  exceed  7  percent  of  tee  weight 
of  the  powder. 

Subpart  D — Special  Dietary  and  Nutritional 
Additives 

§172.310  Aluminum  nicotinalr. 

Aluminum  nicotinate  may  be  safely 
used  as  a  source  of  niacin  in  foods  for 
special  dietary  use.  A  statement  of  tee 
concentration  of  tee  additive,  expressed 
as  niacin,  shall  appear  on  tee  label  oi 
tee  food  additive  container  or  on  teat  of 
any  intermediate  premix  prepared  there¬ 
from. 

§  172.315  .Nirotiiiuinidr-MNCorbiv  arid 
complex. 

Nicotinamide -ascorbic  acid  complex 
may  be  safely  used  in  accordance  with 
tee  following  prescribed  conditions: 

(a)  The  additive  is  the  product  of  the 
controlled  reaction  between  ascorbic  acid 
and  nicotinamide,  melting  in  the  range 
141*C  to  145*C. 

(b)  It  is  used  as  a  source  of  ascorbic 
acid  and  nicotinamide  in  multivitamin 
preparations. 

§  172.320  Amino  acids. 

The  food  additive  amino  acids  may  be 
safely  used  as  nutrients  added  to  foods 
in  accordance  with  the  following 
conditlcms: 

(a)  The  food  additive  consists  of  one 
or  more  of  the  following  individual 
amino  acids  in  tee  free,  hydrated  or 
anhydrous  form  or  as  the  hydrochloride, 
sodium  or  potassium  salts: 

L- Alanine 
L- Arginine 
L- Asparagine 
L-Aspartlc  acid 
L- Cysteine 
L-Cystine 
L,-01utamic  acid 
L-Olutamine 
Glycine 
L-Hlstidine 
L-Isoleucine 
L- Leucine 
L-Lysine 

DL- Methionine  (not  for  infant  foods) 

L- Methionine 

L-Phenylalanlne 

L-ProUne 

L- Serine 

L,- Threonine 

L-Tryptophan 

L-Tyroelne 

L-Valine 

(b)  The  food  additive  meets  the  fol¬ 
lowing  specifications: 

(1)  As  found  in  “Food  Chemicals 
Codex,”  National  Academy  oi  Sclences- 
National  Research  Council  (NAS-NRC) , 
2nd  Edition  (1972)”  for  the  following: 

L- Alanine 
L- Arginine 

L-Arglnlne  Monohydrochloride 

L-Cystelne  Monohydrochloride 

L-Cystlne 

Glycine 

L-Leuclne 

DL-Methlonlne 

L- Methionine 

L-Tryptophan 


>*CkiplM  may  be  obtained  from:  The  Na¬ 
tional  Academy  of  Sotenoes,  2101  Omstitu- 
tlon  Ave.  IfW.,  Washington.  D.O.  2008V. 
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L-Phenylalanlne 

L>-ProUn» 

L-Sertne 

L>-Threonixi0 

Glatamlc  Acid  Hydrochlorid* 

L-IsoleuclxM 

L-Lyslne  Monobydrochlorlde 
Monopotftssium  L-glutanuite 
L-Tyroslno 
L- Valine 

(2)  As  found  in  “Specifications  and 
Criteria  for  Biochemical  Compounds,” 
NAS-NRC  Publication,  3rd  Edition 
(1972)"  for  the  following: 

L- Asparagine 
L -Aspartic  acid 
L-Glutamine 
L-Histidine 

(c)  The  additive (s)  is  used  or  intended 
for  use  to  significantly  improve  the  bi¬ 
ological  quality  of  the  total  protein  in 
a  food  containing  naturally  occurring 
primarily-intact  protein  that  is  consid¬ 
ered  a  significant  dietary  protein  source, 
provided  that: 

(1)  A  reasonable  daily  adult  intake  of 
the  finished  food  furnishes  at  least  S.5 
grams  of  naturally  occurring  primarily 
intact  protein  (based  upon  10  percent  of 
the  daily  allowancje  for  the  “reference” 
adult  male  recommended  by  the  National 
Academy  of  Sciences  in  “Recommended 
Dietary  Allowances.”  NAS  Publication 
No.  1694,  7th  Edition  (1968))." 

(2)  The  additive(s)  results  in  a  pro¬ 
tein  efficiency  ratio  (PER)  of  protein  in 
the  finished  ready-to-eat  food  equiva¬ 
lent  to  casein  as  determined  by  the 
method  specified  in  paragraph  (d)  of 
this  section. 

(3)  Each  amino  acid  (or  combination 
of  the  minimum  number  necessary  to 
achieve  a  statistically  significant  in¬ 
crease)  added  results  in  a  statistically 
significant  increase  in  the  PER  as  deter¬ 
mined  by  the  method  described  in  para¬ 
graph  (d)  of  this  section.  The  minimiun 
amount  of  the  amino  acid(s)  to  achieve 
the  desired  effect  must  be  used  and  the 
increase  in  PER  over  the  primarily-in¬ 
tact  naturally  occurring  protein  in  the 
food  must  be  substantiated  as  a  statis¬ 
tically  significant  difference  with  at  least 
a  probabihty  (P)  value  of  less  than  0.05. 

(4)  The  amount  of  the  additive  added 
for  nutritive  purposes  plus  the  amount 
naturally  present  in  free  and  combined 
(as  protein)  form  does  not  exceed  the 
following  levels  of  amino  acids  expressed 
as  percent  by  weight  of  the  total  protein 
of  the  finished  food : 

Percent  by 
weight  of 
total  protein 
(expressed  as 
free  amino 
acid} 


L-Alanine _  6. 1 

L-Arginlne  _  6. 6 

L-Aspartic  acid  (including  L-aspara- 

glne)  -  7. 0 

L-Cystln©  (including  Ij-cysteine) _  2. 3 

L-Glutamic  acid  (inclndlng  L,-gluta- 

mlne) -  12.4 

Glycine  _  3. 5 

L-Hlstidlne _  2. 4 

L-Isoleuclne _  6. 6 

L-Leucine _  S.  8 

L-Lysine  _  4 

L-  and  DL-Metblonlne _  3. 1 


■^Oopies  may  be  obtained  from:  like  Ma- 
tloaal  Academy  of  dctenoeB.  noi  Constitu¬ 
tion  Ave.  NW.,  Washington,  D.C.  20037. 


Percent  by 
weight  of 
total  protein 
{expressed  as 
free  amino 
acids) 


L-Phenylalanine _  5.8 

L-Prolln© _  4. 2 

L-Serlne  _  8. 4 

L-Threonlne  _  5. 0 

L-Tryptc^han  _  1.6 

L-Tyrosine  _  4. 3 

L- Valine  _ _ 7.4 


(d)  Compliance  with  the  limitations 
concerning  PER  under  paragraph  (c) 
of  this  section  shall  be  determined  by 
the  methcxi  described  in  sections  39.166- 
39.170,  “Official  Methods  of  Analysis  of 
the  Ass(x:iation  of  Official  Antdy^ical 
Chemists,”  11th  Edition  (1970).*  Each 
manufacturer  or  person  employing  the 
additive  (s)  under  the  provisions  of  this 
section  shall  keep  and  maintain  through¬ 
out  the  period  of  his  use  of  the  addi¬ 
tive  (s)  and  for  a  minimum  of  3  years 
thereafter,  records  of  the  tests  required 
by  this  paragraph  and  other  records  re¬ 
quired  to  assure  effectiveness  and  com¬ 
pliance  with  this  regulation  and  shall 
make  such  records  available  upon  re¬ 
quest  at  all  reasonable  hours  by  any 
officer  or  employee  of  the  Pood  and  Drug 
Administration,  or  any  other  officer  or 
employee  acting  on  behalf  of  the  Secre¬ 
tary  of  Health,  Education,  and  Welfare 
and  shall  permit  such  officer  or  employee 
to  conduct  such  inventories  of  raw  and 
finished  materials  on  hand  as  he  deems 
necessary  and  otherwise  to  check  the 
correctness  of  such  records. 

(et  To  assure  safe  use  of  the  additive, 
the  label  and  labeling  of  the  additive 
and  any  premiz  thereof  shall  bear,  in 
addition  to  the  other  information  re¬ 
quired  by  the  act,  the  foUowdng: 

(1)  The  name  of  the  amino  acid(s) 
contained  therein  including  the  specific 
optical  and  chemical  form. 

(2)  The  amoimts  of  each  amino  acid 
contained  in  any  mixture. 

(3)  Adequate  directions  for  use  to 
provide  a  finished  food  meeting  the  limi¬ 
tations  prescjribed  by  paragraph  (c)  of 
this  section. 

(f)  The  f(X>d  additive  amino  acids 
added  as  nutrients  to  special  dietary 
foods  that  are  intended  for  use  solely 
under  medical  supervision  to  meet  nu¬ 
tritional  requirements  in  specific  medical 
conditions  and  comply  with  the  require¬ 
ments  of  Part  105  of  this  chapter  are 
exempt  from  the  limitations  in  para¬ 
graphs  (c)  and  (d)  of  this  section  and 
may  be  used  in  such  foods  at  levels  not 
to  exceed  good  manufacturing  practices. 
§  1 72.325  Bakers  yeast  proletn. 

Bakers  yeast  protein  may  be  safely 
used  in  food  in  accordance  with  the  fol¬ 
lowing  conditions: 

(a)  Bakers  yeast  protein  is  the  in¬ 
soluble  protemaoeoHs  material  remain¬ 
ing  after  the  mechanical  rupture  of  yeast 
cells  of  Sacchttrompces  cerevisiae  and 
removal  of  whole  cell  walls  by  centrifu¬ 
gation  and  separation  of  soluble  cellular 
materials. 


>Ooi4es  may  be  obtaiaed  from:  Aaaocla- 
tion  of  Official  Analytical  Chemists.  P.O.  Box 
540,  Bsaxjamln  Ftaoklta  Stattan,  Wastalngton, 
D.C.  20044. 


(b)  The  additive  meets  the  foUotving 
specifications  on  a  dry  weight  basis: 

(1)  Zinc  salts  less  than  500  parts  per 
milhon  (ppm)  as  zinc. 

(2)  Nucleic -acid  less  than  2  percent. 

(3)  Less  thsm  0.3  ppm  arsenic,  0.1  ppm 
cadmium,  0.4  ppm  lead,  0.05  ppm  mer¬ 
cury,  and  0.3  ppm  selenium. 

(c)  The  viable  microbial  content  of 
the  finished  ingredient  is: 

(1)  Less  than  10,000  organisms/gram 
by  aerobic  plate  count. 

(2)  Less  than  10  yeasts  and  molds/ 
gram. 

(3)  Negative  for  Salmonella,  E.  coli, 
coagulase  positive  Staphylococci,  Clos¬ 
tridium  perfringens,  Clostridium  botu- 
linum,  or  any  other  recognized  micro¬ 
bial  pathogen  or  any  harmful  microbial 
toxin. 

(d)  The  ingredient  is  used  in  food 
as  a  nutrient  sur^lement  as  defined  in 
S  170.3(0)  (20)  of  this  chapter. 

§  172.330  (Calcium  pantotlicnato,  ral- 
cium  cliloriile  double  sak. 

The  food  additive  calcium  chloride 
double  salt  of  calcium  pantothenate  may 
be  safely  used  in  foods  for  special  dietary 
uses  in  accordance  with  gCKxl  manufac¬ 
turing  practice  and  under  the  following 
prescribed  conditions: 

(a)  The  food  additive  is  of  the  d  (dex¬ 
trorotatory)  or  the  dl  (racemic)  form. 

(b)  To  assure  safe  use  of  the  additive, 
the  label  and  labeling  of  the  food  addi¬ 
tive  (X)ntainer,  or  that  of  any  interme¬ 
diate  premixes  prepared  therefrom,  shall 
bear,  in  addition  to  the  other  informa¬ 
tion  required  by  the  act,  the  following: 

(1)  The  name  of  the  additive  “cal¬ 
cium  chloride  double  salt  of  d -calcium 
pantothenate”  or  “calcium  (diloride  dou¬ 
ble  salt  of  dl-calcium  pantothenate”, 
whichever  is  appropriate. 

(2) '  A  statement  of  the  appropriate 
concentration  of  the  additive,  expressed 
as  pantothenic  acid. 

§  172.335  D-Pantolhenamido. 

The  food  additive  D-pantothenamide 
as  a  source  of  pantothenic  acid  activity, 
may  be  safely  used  in  foods  for  ^leclal 
dietary  use  in  an  amoimt  not  in  excess 
of  that  reasonably  required  to  produce 
its  intended  effect. 

§  172345  Folic  arid  (folacin). 

Polic  acid  (folacin)  may  be  safely 
added  to  a  food  for  its  (itamin  property, 
provided  the  maximum  intake  of  the  food 
as  may  be  consumed  during  a  period  of 
1  day,  or  as  directed  for  use  in  the  case 
of  a  dietary  supplement,  will  not  result 
in  daily  ingestion  of  the  additive  in  ex¬ 
cess  of  0.4  milligram  f(H'  foods  labeled 
without  reference  to  age  or  physiolc^cal 
state;  and  when  age  or  the  (X)nditions 
of  pregnancy  or  lactation  are  specified, 
in  excess  of  0.1  milligram  for  infants, 
0.3  milligram  for  children  imder  4  years 
of  age,  0.4  milligram  for  adults  and  chil¬ 
dren  4  or  more  years  of  age,  and  0.8 
milligram  for  pregnant  or  lactathig 
women. 

§  172350  Famaric  acid  and  salts  or 
fumaric  acid. 

Fumaric  acid  and  its  calcium,  ferrous, 
magnesium,  potassium,  and  sodium  salts 
may  be  safely  used  in  food  in  accordance 
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with  the  following  prescribed  condi¬ 
tions; 

(&)  The  additives  meet  the  following 
specifications: 

(1)  Pumaric  acid  contains  a  minimum 
of  99.5  percent  by  weight  of  fumarlc  su:ld, 
calculated  on  the  anhydrous  basis. 

1 2)  The  calciiun,  magnesium,  potas¬ 
sium,  and  sodium  salts  contain  a  minl- 
miun  of  99  percent  by  weight  of  the 
respective  salt,  calculated  on  the  anhy¬ 
drous  basis.  Ferrous  fumarate  contains 
a  minimum  of  31.3  percent  total  iron  and 
not  more  than  2  percent  ferric  iron. 

(b)  With  the  exception  of  ferrous  fu¬ 
marate,  fumarlc  acid  and  the  named 
salts  are  used  singly  or  in  combination 
in  food  at  a  level  not  in  excess  of  the 
amoimt  reasonably  required  to  accom¬ 
plish  the  Intended  effect. 

(c)  Ferrous  fumarate  is  used  as  a 
source  of  iron  in  foods  for  special  dietary 
use,  when  the  use  is  cmisist^t  with  good 
nutrition  practice. 

§  172.365  Kolp. 

Kelp  may  be  safely  added  to  a  food  as 
a  source  of  the  essential  mineral  iodine, 
provided  the  maximum  Intake  of  the  food 
as  may  be  consmned  during  a  period  of 
one  day,  or  as  directed  for  use  in  the  case 
of  a  dietary  supplement,  will  not  result 
in  dally  Ingestion  of  the  additive  so  as  to 
provide  a  total  amount  of  iodine  in  excess 
of  225  micrograms  for  foods  labeled  with¬ 
out  reference  to  age  or  physiological 
state;  and  when  age  or  the  conditions  of 
pregnancy  or  lactation  are  si)ecifled,  in 
excess  of  45  micrograms  for  infants,  105 
micrograms  for  children  under  4  years  of 
age,  225  micrograms  for  adults  and  chil¬ 
dren  4  or  more  years  of  age,  and  300 
micrograms  for  piregnant  or  lactating 
w(Hnen.  The  food  additive  kelp  is  the 
d^iydrated,  ground  product  prepared 
from  Macrocystis  pyrifera.  Laminaria 
digitata.  Laminaria  saccharina.  and 
Laminaria  cloustoni. 

§  172.370  Iron-choline  citrate  complex. 

Iron-choline  citrate  complex  made  by 
reacting  approximately  equimolecular 
quantities  of  ferric  hydroxide,  choline, 
and  citric  acid  may  be  safely  used  as  a 
source  of  iron  in  foods  fmr  special  dietary 
use. 

§  172.375  PolaMiium  iodide. 

The  food  additive  potassium  iodide 
may  be  safely  used  in  accordance  with 
the  following  prescribed  conditions: 

(a)  Potassium  iodide  may  be  safely 
added  to  a  food  as  a  source  of  the  essen¬ 
tial  mineral  iodine,  provided  the  maxi¬ 
mum  intake  of  the  food  as  may  be  con¬ 
sumed  during  a  period  of  one  day,  or  as 
directed  for  use  in  the  case  of  a  dietary 
supplement,  will  not  result  in  daily  in¬ 
gestion  of  the  additive  so  as  to  provide  a 
total  amount  of  iodine  in  excess  of  225 
micrograms  for  foods  labeled  without  ref¬ 
erence  to  age  or  ph3^iological  state;  and 
when  age  or  the  conditions  of  pregnancy 
or  lactation  are  specified,  in  excess  of  45 
mlcingrams  for  Infants,  105  micrograms 
for  children  under  4  years  age,  225 


micrograms  for  adults  and'childroi  4  or 
more  years  of  age,  and  300  micrograms 
for  pregnant  or  lasting  wcunen. 

(b)  To  assure  safe  use  of  the  additive, 
in  addition  to  the  other  information  re¬ 
quired  by  the  act,  the  label  of  the  addi¬ 
tive  shall  bear: 

(1)  The  name  of  the  additive. 

(2)  A  statement  of  the  concentration 
of  the  additive  in  any  mixture. 

§  172.385  Whole  iitih  pr«>lein  eoiieen- 
tnite. 

The  food  additive  whole  fish  protein 
conemtrate  may  be  safely  used  as  a  food 
supplement  in  accordance  with  the  fol¬ 
lowing  prescribed  conditions: 

(a)  The  additive  is  derived  from  whole, 
wholesome  hake  and  hakelike  fish,  her¬ 
ring  of  the  genera  Clupea,  menhaden, 
and  anchovy  of  the  species  Engraulis 
mordax.  handled  expeditiously  and  under 
sanitary  conditions  in  accordance  with 
good  manufacturing  practices  recog¬ 
nized  as  proper  for  fish  that  are  used  in 
other  forms  for  human  food. 

(b)  The  additive  consists  essentially 
of  a  dried  fish  protein  processed  from 
the  whole  fish  without  removal  of  heads, 
fins,  tails',  viscera,  or  Intestinal  contents. 
It  is  prepared  by  solvent  extraction  of 
fat  and  moisture  with  Isopropyl  alcohol 
or  with  ethylene  dichloride  followed  by 
isopropyl  alcohol,  except  that  the  addi¬ 
tive  derived  from  herring,  menhaden 
and  anchovy  is  prepared  by  solvent  ex¬ 
traction  with  isopropyl  alcohol  edone. 
Solvent  residues  are  reduced  by  conven¬ 
tional  heat  drying  and/or  microwave 
radiation  and  there  is  a  partial  removal 
of  bone. 

(c)  The  food  additive  meets  the  fol¬ 
lowing  specifications: 

(1)  Protein  content  <N  x  6.25)  shall 
not  be  less  than  75  percent  by  weight  of 
the  final  product,  as  determined  by  the 
method  described  in  OfScial  Methods  of 
Analysis  of  the  Associatlim  of  Official 
Agricultural  Chemists,  section  2.044, 
10th  Edition  (1965).  Protein  quality 
shall  not  be  less  than  100,  as  determined 
by  the  method  described  in  sections 
39.133-39.137  of  such  10th  Edition. 

(2)  Moisture  content  shall  not  exceed 
10  percent  by  weight  of  the  final  product, 
as  determined  by  the  method  described 
in  section  23.003  of  said  10th  Edition. 

(3)  Fat  content  shall  not  exceed  0.5 
percent  by  weight  of  the  final  product, 
as  determined  by  the  method  described 
in  section  23.005  of  said  10th  Edition. 

(4)  The  additive  may  contain  resi¬ 
dues  of  isopropyl  alcohol  and  ethylene 
dichlorlde  not  in  excess  of  250  parts  per 
million  and  5  parts  per  million,  respec¬ 
tively,  when  u;^  as  solvents  in  the  ex¬ 
traction  process. 

(5)  Microwave  radiation  meeting  the 
requirements  of  S  179.30  of  this  chapter 
may  be  used  to  reduce  residues  of  the 
solvents  used  in  the  extraction  process. 

(6)  The  additive  shall  contain  not  in 
excess  of  100  parts  per  million  fluorides 
(expressed  as  F) . 

(7)  The  additive  shall  be  free  of 
Escherichia  coli  and  pathogenic  orga¬ 


nisms,  including  Salmonella,  and  shall 
have  a  total  bacterial  plate  count  of  not 
more  than  10,000  per  gram. 

(8)  The  additive  shall  have  no  more 
than  a  faint  characteristic  fish  odor  and 
taste. 

(d)  When  the  additive  is  used  or  in¬ 
tended  for  use  in  the  household  as  a 
protein  supplement  in  food  for  regular 
consumption  by  children  up  to  8  years 
of  age,  the  amount  of  the  additive  from 
this  source  shall  not  exceed  20  grams  per 
day  (about  one  heaping  tablespoon) . 

(e)  When  the  additive  is  used  as  a 
protein  supplement  in  manufactured 
food,  the  total  fiuoride  content  (ex¬ 
pressed  as  F)  of  the  finished  food  shall 
not  exceed  8  ppm  based  on  the  dry  weight 
of  the  food  product. 

(f)  To  assure  safe  use  of  the  additive, 
in  addition  to  the  other  information  re¬ 
quired  by  the  act: 

(1)  The  label  of  consumer-sized  or 
bulk  containers  of  the  additive  shall  bear 
the  name  “whole  fish  protein  concen¬ 
trate”. 

(2)  The  label  or  labeling  of  containers 
of  the  additive  shall  bear  adequate  di¬ 
rections  for  use  to  comply  with  the 
limitations  prescribed  by  paragraphs  (d) 
and  (e)  of  this  section. 

(3)  Labels  of  manufactured  foods  con¬ 
taining  the  additive  shall  bear,  in  the 
ingredient  statement,  the  name  of  the 
additive,  “whole  fish  protein  concen¬ 
trate”  in  the  proper  order  of  decreasing 
predominance  in  the  finished  food. 

§  172.395  Xylitol. 

Xylitol  may  be  safely  used  in  foods  for 
special  dietary  uses,  provided  the  amoimt 
used  is  not  greater  than  that  required 
to  produce  its  Intended  effect. 

Subpart  E — Anticaking  Agents 
§  172.410  Calcium  silicate. 

Calcium  silicate,  mcluding  synthetic 
calcium  silicate,  may  be  safely  used  in 
food  in  acccH'dance  with  the  following 
prescribed  cimditlons: 

(a)  It  is  used  as  an  anticaking  agent 
in  food  in  an  amount  not  In  excess  of 
that  reastmably  required  to  produce  its 
intended  effect. 

(b)  It  will  not  exceed  2  percent  by 
weight  of  the  food,  except  that  it  may 
be  present  up  to  5  percent  by  weight  of 
ba^g  power. 

§  172.430  Iron  ammonium  cilruic. 

Ircm  ammonium  citrate  may  be  safely 
used  in  food  in  acccurdance  with  the  fol¬ 
lowing  prescribed  cemditions: 

•  a)  The  additive  is  the  chemical  green 
ferric  ammonium  citrate. 

(b)  The  additive  is  used,  or  intended 
for  use  as  an  anticaking  agent  in  salt  for 
human  consumption  so  that  the  level  of 
iron  ammiHiium  citrate  does  not  exceed 
25  parts  per  million  (0.0025  percent)  in 
the  finished  salt. 

(c)  To  assure  safe  use  of  the  additive 
the  label  or  labeling  of  the  additive  shall 
bear,  in  additiem  to  the  other  informa¬ 
tion  required  by  the  act: 

<  1 )  The  name  of  the  additive. 
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(2)  Adequate  directions  to  provide  a 
Anal  product  that  complies  with  the  lim* 
itations  prescribed  in  paragraph  (b)  of 
this  section. 

§  1 72.480  Silicon  dioxide. 

"nie  food  additive  silicon  dio.xide  may 
be  safely  used  in  food  in  accordance  with 
the  following  conditions; 

<  a )  The  food  additive  is  manufactured 
by  vapor  phase  hydrolysis  or  by  other 
means  whereby  the  particle  size  is  such 
as  to  accomplish  the  intended  effect. 

(b)  It  is  used  as  an  anticaking  agent, 
subject  to  the  following  ccmditions: 

(1>  It  is  used  in  only  those  foods  in 
which  the  additive  has  been  demon- 
.  strated  to  have  an  anticaking  effect. 

(2)  It  is  used  in  an  amoimt  not  in  ex¬ 
cess  of  that  reasonably  required  to  pro¬ 
duce  its  intended  effect. 

(3>  fReservedl 

(4)  It  is  used  in  an  amount  not  to  ex¬ 
ceed  2  percent  by  weight  of  the  food. 

(c)  It  is  used  or  intended  for  use  as 
a  stabilizer  in  the  production  of  beer, 
and  is  removed  from  the  beer  by  filtra¬ 
tion  prior  to  final  processing. 

(d)  It  is  used  or  intended  for  use  as 
an  adsorbent  for  dl-a-toct^heryl  acetate 
and  pantothenyl  alcohol  in  tableted 
foods  for  special  dietary  use,  in  an 
amount  not  greater  than  that  required 
to  accomplish  the  intended  physical  or 
technical  effect. 

§  172.490  Yellow  prusMale  of  soda. 

fa)  The  food  additive  yellow  prussiate 
of  soda  (sodium  ferrocyanide  decahy- 
drate;  Na,FE(CN..10H:O)  contains  a 
minimum  of  99  percent  by  weight  of 
sodium  ferrocyanide  decahydrate. 

(b)  The  additive  is  used  or  intended 
for  use  as  an  anticaking  agent  in  salt  and 
as  an  adjuvant  in  the  production  of 
dendritic  crystals  of  salt  in  an  amount 
needed  to  produce  its  intended  effect  but 
not  in  excess  of  13  parts  per  million  cal¬ 
culated  as  anhydrous  sodium  ferrocy¬ 
anide. 

Subpart  F — Ravoring  Agents  and  Related 
Substances 

■  §  172.510  Natural  flavoring  substanres 
and  natural  subetaMres  HM*d  in  tx>n- 
junrtion  with  flavors. 

Natural  flavoring  substances  and  nat¬ 
ural  adjuvants  may  be  safely  used  in  food 
in  accordance  with  the  following  con¬ 
ditions. 

(a)  They  are  used  in  the  minimum 
quantity  required  to  produce  their  in¬ 
tended  physical  or  technical  effect,  and 
in  accordance  with  all  the  principles  of 
good  manufacturing  practice. 

(b)  In  the  appropriate  forms  (plant 
parts,  fluid  and  soUd  extracts,  ccmcretes, 
absolutes,  oils,  gums,  balsams,  resins, 
oleoresins.  waxes,  and  distillates)  they 
consist  of  one  or  more  of  the  following, 
used  alone  or  in  ccxnbination  writh  fla¬ 
voring  substances  and  adjuvants  gen¬ 
erally  recognized  as  safe  in  food,  pre¬ 
viously  sanctioned  for  such  use,  or  regu¬ 
lated  in  any  section  of  this  part. 


C'omiiMn  luin* 


ScMotifie  name 


LUnitationa 


Althea  root  and  flowers . 

Amyris  (West  Indian  sandal¬ 
wood). 

Angola  weed _ 

.\niiia  flowers . 


Artemisia  (wormwood) _ 

Artichoke  leaves . 

Beeswax,  white  (Cire  d’abe- 
ille). 

Benzoin  re.sin . 


BUu  kherry  l)ark . 

Boldus  (boldo)  leaves. 

Boronia  flowers . 

Bryonia  root . . 

Buchu  leaves . 


AUt  perryt  Baker,  A.  barbadentii  Mifl.,  A. 
fenu  Mill.,  and  hybrids  of  this  sp.  with  A. 
africana  Mill,  and  A.  ipicata  Baker. 

Atthet  otfidnalu  L. 

Antfrit  baltamifna  L. 

Roeertta  ftuifbrmu  Ach . • . 

Amiea  nontana  L.,  A.  fulanu  Bur^,  A. 
tororia  Greene,  or  .4.  cordifiiia  Hooker. 

Artemma  spp. . . . . . 

Cynora  teoiymu*  L . . . ” 

Api»  meUifrra  L. 

Styraz  bemoin  Itryander,  .S.  paralldoneurut 
Perkins,  S.  fttikinentit  (Pierre)  Craib  ex 
llartwich,  or  other  spp.  of  the  Section  .4nfk«- 
■  »tyrax  of  the  genus  Styrax. 

Rubut,  Section  Eubatiu. 

Reumva  bbUut  Mol . . 

Boronia  meytUiyma  N'ees. 

Bryonia  atba  L.,  or  B.  diocia  Jacq . . 

Bmrorma  betuUna  Bartl.  et  Wendl.,  B.  eremt- 
lata  (L.)  Hook,  or  B.  terratiMta  Willd. 


In  alcoholic  beverages  only. 
Da. 

Finished  food  tbujone  free.' 
In  alcohtflic  beverages  only. 


Do. 

Do. 


Caluniba  root . . . 

Itnea  spp. 

.Tateorhiza  palmata  (Lam.)  Miers _ _ _ 

Do. 

Bafrolefrea. 

Cascara  sagrada . . . 

Cassie  flowers _ 

Rhamnur  pwthiana  DC _ _ _ 

Acacia  farneiiam  (L.)  Willd. 

Cedar,  '  white  (aborvitae). 

T%uja  occidentalit  L . . 

leaves  and  twigs. 

Centuary . 

In  alcoholic  beverages  only. 

Not  to  exceed  2S  p.p.m.  prussic  acid. 
po. 

Cherry  pits _ _ 

Cherry-lanrel  leaves.. . 

('hestnut  leaves . 

Prunut  atmm  L.  or  R.  caratut  L _ _ 

Prunut  lauToctratus  L . . . 

Chirata . . 

Cinchona,  red,  bark . . 

Cinchona,  yellow,  bark . 

Sicertia  ckhata  Buch.-Ham _ _ .... 

Cinebona  tuccirubra  Pav.  or  its  hybrids. . . 

Cinchona  ledyeriana  Moens,  C.  calitaya  Wedd., 
or  hybrids  of  these  with  other  spp.  at  Cka- 
chona. 

In  alcoholic  beverages  only. 

In  beverages  only;  not  nsore  than 
n  n.p.m.  total  cinchona  alkaloids 
In  finished  beverage. 

Do. 

Cork,  oak . . . . 

^ercu$  suber  L..  or  Q.  occidfnMt  F.  Osy.... 

In  alcoholic  beve>ra£fs  only. 

Do, 

Cubeb . . . 

Cnrrant,  black,  bnds  and 
leaves. 

Damiana  leaves . . 

1  >avana . 

Piper  eubeba  L.  f. 

Ribrt  nigrum  L. 

Turnera  diffnta  Willd . . . 

Artemltia  pollens  Wall. 

Dittany  (fraxinella)  roots . 

Dittany  of  Crete . . . 

Dragon’s  blood  (draoombin)... 

Benth  et  Hook.,  Artethum  grat>eolen$  L.). 

Didamnus  albas  L . . . . . . 

Oriyamtm  dtefamtitu  L. 

Daemonorops  spp _ 

In  alcoholic  beverages  only. 

Elder  tree  leaves _ _ 

Elecamiiane  rhizome  and  roots  . 

Sambucus  nigra  L . 

IntUa  heleuium  L . 

In  alcoholic  beverages  only;  not  to 
exceed  36  p.p.m.  pm^c  acid 
in  the  flavor. 

In  alcoholic  beverages  only. 

Eucalyptus  globulus  leaves _ 

Fir  (“pine”)  needles  and  twigs. 

Fir.  lialsam.  needles  and  twigs. 

Galanga,  greater . . . 

Galbanum . 

Eucalyptus  globulus  Labill . . 

Abies  s&iriea  Ledeb.,  A.  alba  MID.,  A.  sadtalin- 
esis  Masters  or  A .  mayriana  Miyalte  et  Kudo. 
Abies  balsmea  (L.)  Mill. 

Alpinia  galanga  Willd . . 

Ferula  galbani/ltta  Boiss.  et  Buhsc  and  other 
Ferula  spp. 

Do. 

Gambir  (catechu,  pale). . . 

Genet  flowers . . . . 

Gentian  rhizome  and  roots . 

Gentian,  stemless . . 

( iemtander,  chamaedrys . 

Germander,  golden . . . 

I'nearia  gambir  Roxh. 

Spartium  funerum  L. 

Oentiana  lutea  L. 

Gentiana  acaulis  L . . . 

Truerium  chamaedrys  L . . 

Truermm  polium  L . . 

Guaiacum  officinale-  L..  0.  santum  L.,  Bulrtesia 
sarmimtiljor. 

PavOinia  cupana  HBK. 

Viburnum  prun'i folium  L. 

Tsuga  canadensis  (L.)  Carr,  or  T.  keferofdiylla 
(Kaf.)  Sarg. 

Hyaduthus  trknialis  L. 

Cetraria  idandica  Ach . . . 

Peueedanum  ostrulhium  (L.)  Koch  (Impera- 
toria  osirutkium  L.). 

Do. 

Do.  / 

In  alcx^olic  beveracM  odIf- 

Giiaraua . 

Haw,  black,  liark . . 

Hemlock  needles  and  twigs _ 

Hyacinth  flowers . . 

Iceland  moss . . . . 

Imlieratoria . 

Da. 

Do. 

l4klKlanuni . 

Cistus  spp. 

Da 

Bufsrra  delpeehiana  Poiss.  and  other  Bursera 

Linden  leaves _ _ 

Ixtvage . . 

spp. 

TUlitt  spp . . . 

I-^istiaim  officinale  Koch. 

Da 

Maidenhair  lem . 

Maple,  mountain.. . 

Mimosa  (black  wattle)  flowers. 
Mullein  flowers . 

Adiaatum  capUlus-eeneris  L . 

Acer  spiealum  Lam. 

Acacia  deeurrens  Willd.  var.  dealbata. 

Verbascum  pUomoidrs  L.  or  V'.  thapsijbrme 

Bchrad. 

Onnraip*"''*  molmol  Engl.,  C.  abyssmiem 

Da 

Da 

(Berg)  F.ngl.,  or  other  Commiphora  spp. 
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Conunon  ruun* 


Sotentific  nsmc 


Myrtl«  Ifiavw . 

0«k,  Eacliah,  wood. 
Oak.  white,  chips... 
Oak  moes . 

Olibanuin . 


.Vyrtiu  ooMBMiim  L . 

QuertiM  fotar  L . . . . . 

Quereut  alha  L. 

tCrrmui  prunttM  (L.)  Ach.,  E.furfw»ct«  (L.) 

Mann,  and  other  Urhens. 

BotmtUm  tnrteri  Birdw.  and  other  Btmrtttm 


In  aleohoUe  bareracec  only. 
Do. 

Finished  food  thn.wie. 


Opopanax  (bisabolmyrrh) 

Orris  root . 

Pansy . 

Passion  flower . . 

Patchouly . 

Peach  leaves . 


Opopsasr  ekinmium  Koch  (true  opopanaxl  ol 
Comniptmrm  erytArsca  Engl.  var.  lUbrttttn* 
iTi*  fermaaiM  L.  (including  its  variety  flortn- 
(tM  Dykes)  and  I.  pallU*  Lam. 

I'iols  trieolor  L _ _ 

PWsiffora  ineariuta  L _ _ _ 

Pofottmion  cmblin  Benth.  and  P.  Aejrntonur 
Benih. 

Pmnuf  pfT$iett  tL.)  BalSt'li . . 


Pennyroyal.  American _  lltdromm  puhgioUft  (L.)  Pers . . . 

Pennyroyal,  Europeon .  Mtntk*  palrytum  L . . . . . . .... 

Pine,  dwarf,  needles  and  twigs.  Pinus  niafe  Turra  var.  pumilio  tHaenke) 
Zenari. 

Pine,  Scotch,  needles  and  twigs.  Pinut  tglrfitru  h . 

Pine,  white,  bark .  Pinut  ttrabui  L...  . . . 

Pine,  white  oil . - . Piaae  paluttri*  MIB.,  and  other  Ptnut  spp. 

Poplar  buds .  Populu*  btUauUffr*  L.  {P.  lattmakace* 

P.  candieont  Aiu,  or  P.  nigra  L. 

Qnaraia. .  Pieratma  rxectn  (Sw.)  Planch,  tw  Quania 

amara  L. 

Quebracho  bark . 4»pi4ospfTi««  furbracho-tilaneo  Schlecht,  or 

(OaeAraeAia  laremtsii  (Uriseb). 

Quillaia  (soapbark) .  Ouluaja  tapoiiaria  Mol . . 

Red  Saunders  (red  sandal  Pterocarpm  tan  allnus  L, . . — 

^rood).  _  „ 

Rhatany  root  . —  Kramnia  Iriaitdra  Ruiz  et  Pav.  or  A .  srf»  aira 

Mart. 


Rhubarb,  garden  root. 
Rhubarb  roof . 


Roselle . . . 

Rosin  (colophony) . 

8t.  Johnswort  leaves,  flowers, 
and  eaolis. 


RAetiiu  rkapontievm  L _ 

RArvm  afieinaU  Baill..  R.  pahnatum  L.,  or 
other  spp.  (excepting  R.  rhapontieum  L.)  or 
hybrids  of  Rhrum  grown  in  China. 

HilUtcut  tabJarifa  L _ _ 

Pinut  po/wsfrb  Alill..  and  other  I^nus  spp . 

Hgjirrienm  pftfaratnm  L .  . 


Sandallrood,  white  (yellow,  or 
East  Indian). 

Sandarac . . 

Sarsaparilla . . . 


Sassafitts  U>aves . . 

Senna,  Alexandria . 

Berpentaria  (Virginia  snake- 
root). 

Blmamba  bark... . 

Snakeroot,  Canadian  (wild 
ginger). 

Bprace  needles  and  twigs . 

Storax  (styrax) . 

Tagetes  (marigold) . 

Taasy . 


So nfalu HI  album  L _ _ _ 

Trtrarllnir  artkulata  iVahl.),  Mast . 

.s'mllsx  arialaiockiatfaiia  Mill.,  (Mexican  sarsa- 
liariila),  &  eggeW  Killip  et  Morton  (Hon¬ 
duras  sarsaparilla),  N.  febrijuga  Knnth 
I  Ecuadorean  sarsaparilla),  or  ondeteniiineil 
b'mitar  spp.  (Ecuadorean  or  Central  .\tneri- 
can  sarsanariUa). 

Saaaa/rat  tMdum  (Nntt.)  Nees . 

CaMlo  acuf(/Mia  Delile . 

Ariatalechia  tfrpfntaria  L . 

Simartiba  avtara  Aubl . 

.-tfaruni  canadtnit  L. 

Picra  glaara  (Moench)  Voss  or  P.  mariaua 
(.Mill.)  BSP. 

Li^Uambar  arkalallt  Mill,  or  L.  ilgraciflaa 

Tagttf$  paiula  L.,  T.  erieta  L.,  or  T.  mintUa 
L.  (T.glanMifera  Schrank). 

Tanaettv  m  rtifgere  L. . 


Thistle,  blessed  (holy  thistle).. 

Tfcysios  oepifafu*  (Spanisli 

“origanum"). 

Tolu. . 

Turpentine . 

Valerian  rhizome  and  roots _ 

Veronica . . . 

Vervain,  European . 

Vetiver . 

Violet,  Swiss . . 

Walnut  husks  (hulls),  leaves, 
and  green  nuts. 

Woodruff,  sweet . 

Yarfow . 


OniCBs  brnedictut  L . 

npHatua  lloffmg.  et  Link. 

.Myrarylon  baUaiaum  (L.)  Harms. 

Pinu»  palutiTia  Mill,  and  other  Pinui  sp|>. 
which  yield  terpene  oils  exclusively. 

V^fTiana  odieiHalU  L . . 

I'erMfos  aKeiaalia  L . 

Vnbena  offlcinellt  L . . 

Vrffrrrlo  zizanioUea  Biapf. . . 

I'Wa  eakarata  L . 

Juflan*  nigra  L.  or  7.  rrgia  L . 

Asprrula  odoraia  L . . 

Aeknea  miUrfoRttm  L . . 


Yerha  santa .  Eriediagon  tali^nicvm  (Hook,  et  Arn.)  Torr. 

Yucca,  Joshua-lree . yaees  brnifalia  Engelm . 

Yucca,  Mohave .  Yucca  aehidigera  RoezI  ex  Ortgies  (Y.  moAairii- 

$i*  Sant  ). 


In  alcoholic  beverages  only. 


In  alcohohc  beverages  only;  not  to 
exceed  ^  p.p.m.  prussic  acid  in 
the  flavor. 


In  ali-oholic  lieverages  only. 
Do. 


Sctiinoimia  loTinfzii  ^iiriaeb.)  Engl. 


In  alcoholic  lieverages  only. 


Do. 


Do. 

Do. 


Hypericin-foee  alcoliol  distillaie 
form  only;  in  alcoholic  lieverages 
only. 


In  alcoholic  heveriges  only. 


Safrole  free. 

In  alcoholic  beverages  only. 
Do. 


As  oil  only.  ' 

In  aleoholie  hevarages  only;  fln- 
ishad  aloobolic  beverage  thujone 
free.' 

In  ak'oholic  beverges  only. 


Ill  aicoholir  leverages  only. 
Do. 

Do. 


Do. 

In  beveragee  only;  finished  bever¬ 
age  thujone  free.* 


>  As  deUinuiued  by  using  the  method  (or,  in  other  than  alcoholic  lieverages,  a  suitable'  adaptation  theraof)  in 
■ec.  9.01)1,  “Dfllcial  Methods  of  Analysis  of  the  Association  of  Official  Agricultural  Chemists,”  lOth  Edition  (1W6). 


§  172.r51S  Synlbelic  flavoring  aub- 
atanccs  and  adjnvanla. 

Synthetic  flavoring  substances  and 
adjuvants  may  be  safely  used  In  food  in 
accordance  with  the  foliowring  conditions. 


(a)  They  are  used  in  the  minimum 
quantity  required  to  produce  their  In¬ 
tended  effect,  and  otherwise  in  accord¬ 
ance  with  all  the  principles  of  good  man¬ 
ufacturing  practice. 


(b)  They  consist  of  one  or  more  of  the 
following,  used  alone  or  in  c(»nbination 
with  flavoring  substances  and  adjuvants 
generally  recognized  as  safe  in  food, 
prior-sanctioned  for  such  use.  or  regu¬ 
lated  by  an  appropriate  section  in  this 
part. 

Acetal;  acetaldehyde  diethyl  acetal. 
Acetaldehyde  phenethyl  propyl  acetal. 
Acetanlsole;  4'-methoxyacetophenone. 
Acetophenone;  methyl  phenyl  ketone. 

Adipic  acid;  1,4-butanedlcarboxyIlc  acid. 

Allyl  anthranllate. 

AHyl  butyrate. 

Allyl  clnnamate. 

AUyl  cyclohexaneacetate. 

Allyl  cyclohexanebutyrate. 

AUyl  cyclohexauebexanoate. 

AHyl  cyclohexaneproprionate. 

AUyl  cyclohexane  valerate. 

Allyl  disulfide. 

Allyl  2-ethylbutyrate. 

Allyl  hexanoate;  allyl  caproate. 

Allyl  a-ionone;  l-(2,6,fl-trtmethyl-2-cyclo- 
hexen- 1 -yl )  - 1 ,6-heptadiene-3-one . 

Allyl  isothiocyanate;  mustard  oil. 

'AHyl  Isovalerate. 

Allyl  mercaptan;  2-propene-l-thlol. 

Allyl  nonanoate. 

Allyl  octanoate. 

Allyl  phenoxyacetate. 

Allyl  phenylacetate. 

AUyl  propionate. 

Allyl  sorbate;  allyl  2.4-hexadlcnoate. 

AUyl  sulfide. 

Allyl  tlglate;  allyl  frans-2-methyl-2-bu- 
tenoate. 

Allyl  10-undecen(Mite. 

Ammonium  isovalerate. 

Ammonium  sulfide. 

Amyl  alcohol;  pentyl  alcohol. 

Amyl  but](rate. 
a-Amylclnnamaldehyde. 
a-Amylclnnamaldebyde  dimethyl  acetal. 
a-Amylcinnamyl  acetate. 
a-Amylcinnamyl  alcohol, 
a-fljnylclnnamyl  formate. 
a-Amylclnnamyl  Isovalerate. 

Amyl  formate. 

Amyl  beptanoate. 

Amyl  hexanoate. 

Amyl  octanoate. 

Anlsole;  methoxybenzene. 

Anlsyl  acetate. 

Anlsyl  alcohol;  p-methoxybenzyl  alcohol. 
Anlsyl  butyrate 
Anlsyl  formate. 

Anlsyl  phenylacetate. 

Anlsyl  propionate. 

Beechwood  creosote. 

Benzaldehyde  dimethyl  acetal. 

Benzaldehyde  glyceryl  acetal;  2-phenyl-m- 
'  dloxan-S-ol. 

Benzaldehyde  propylene  glycol  acetal;  4- 
metbyl-2-pbenyl-m-dloxolane. 
Benzenetblol;  tblophenol. 

Benzoin;  2-hydroxy-2-phenyIacetophenone. 
Benzo{>henone:  dlpbenylketone. 

Benzyl  acetate. 

Benzyl  acetoacetate. 

Benzyl  alcohol. 

Benzyl  benzoate. 

Benzyl  butyl  ether. 

Benzyl  butyrate. 

Benzyl  clnnamate. 

Benzyl  2,3-dlmethylcrotonate;  benzyl  meth¬ 
yl  tlglate. 

Benzyl  disulfide;  dlbenzyl  disulfide. 

Benzyl  ethyl  ether. 

Benzyl  formate. 

3-Benzyl-4-beptanone;  benzyl  dlpropyl  ke¬ 
tone. 

Benzyl  isobutyrate. 
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Benzyl  isovalerate. 

Benzyl  mercaptan;  a-toluenetblol. 

Benzyl  methoxyethyl  acetal;  acetaldehyde 
benzyl  /3-methoxyethyl  acetal. 

Benzyl  phenylacetate. 

Benzyl  propionate. 

Benzyl  salicylate. 

Birch  tar  oil. 

Borneol;  d-camphanol. 

Bornyl  acetate. 

Bornyl  formate. 

Bornyl  Isovalerate. 

Bornyl  valerate. 

jS-Bourbonene;  l,2,3,3a,3b0.4,5,6.6a^,6ba-deca* 
hydro-la-isopropyl-3a,-methyl  -  6-methyl- 
ene-cyclobuta  [1,2;3,4]  dicyclopentene. 
2TButanone;  methyl  ethyl  ketone. 

Butter  acids. 

Butter  esters. 

Butter  starter  distillate. 

Butyl  acetate. 

Butyl  acetoacetate. 

Butyl  alcohol;  1-butanol. 

Butyl  anthranilate. 

Butyl  butyrate. 

Butyl  butyryllactate;  lactic  acid,  butyl  es¬ 
ter.  butyrate. 
a-Butylcinnamaldehyde. 

Butyl  cinnamate. 

Butyl  2-decenoate. 

Butyl  ethyl  malonate. 

Butyl  formate. 

Butyl  heptanoate. 

Butyl  hexanoate. 

Butyl  p-hydroxybenzoate. 

Butyl  Isobutyrate. 

Butyl  isovalerate. 

Butyl  lactate. 

Butyl  laurate. 

Butyl  levulinate. 

Butyl  phenylacetate. 

Butyl  propionate. 

Butyl  stearate. 

Butyl  sulfide. 

Butyl  10-undecenoate. 

Butyl  valerate. 

Butyraldehyde. 

Cadinene. 

Camphene;  2,2  -  dimethyl  -  3  -  methylenenor- 
bornane. 
d-Camphor. 

Carvacrol;  2-p-cymenol. 

Carvacryl  ethyl  ether;  2-ethoxy-p-cymene. 
Carveol;  p-mentha-6,8-dien-2-ol. 
4-Carvomenthenol;  l-p-menthen-4-ol;  4- 
terpinenol. 

cis  Carvone  oxide;  l,6-epoxy-p-menth-8-en- 

2 -one. 

Carvyl  acetate. 

Carvyl  propionate. 

/H-Caryophyllene. 

Caryophyllene  alcohol. 

Caryophyllene  alcohol  acetate. 
/3-Caryophyllene  oxide;  4-12,12-ta‘imethyl-9- 
methylene-5-oxatrlc]fio  [8.2.0.0  •]  dode- 
cane. 

Cedarwood  oil  alcohols. 

Cedarwood  oil  terpenes. 

1,4-Cineole. 

Clnnamaldehyde  ethylene  glycol  acetal. 
Cinnamic  acid. 

Cinnamyl  acetate. 

Cinnamyl  alcohol;  S-phenyl-2-propen-l-ol. 
Cinnamyl  anthranilate. 

Cinnamyl  benzoate. 

Cinnamyl  butyrate. 

Cinnamyl  cinnamate. 

Cinnamyl  formate. 

Cinnamyl  isobutyrate. 

Cinnamyl  isovalerate. 

Cinnamyl  phenylacetate. 

Cinnamyl  propionate. 

Citral  diethyl  acetal;  3,7-dlmethyl-2,6-oc- 
tadlenal  diethyl  acetal.  ' 

Citral  dimethyl  acetal;  S.7-dlmethyl-2,6- 
octadienal  dimethyl  acetal. 

Citral  propylene  glycol  acetal. 

Cltronellal;  3,7-dlmethyl-6-octenal;  rhodlnal. 


Citronellol;  3,7-dimethyl-8-ooten-l-ol;  d* 
citronellol. 

Citronelloxyacetaldehyde. 

Ctlronellyl  acetate. 

Cltronellyl  butyrate. 

Cltronellyl  formate. 

Cltronellyl  Isobutyrate. 

Cltronellyl  phenylacetate. 

Cltronellyl  propionate. 

Cltronellyl  valerate. 
p-Cresol. 

Cuminaldehyde;  cuminal;  p-lsopropyl  benz- 
aldehyde. 

Cyclohe.xaneacetlc  acid. 

Cyclohe.xaneethyl  acetate. 

Cyclohexyl  acetate. 

Cyclohexyl  anthranilate. 

Cyclohexyl  butyrate. 

Cyclohexyl  cinnamate. 

Cyclohexyl  formate. 

Cyclohexyl  Isovalerate. 

Cyclohexyl  propionate. 
p-Cymene. 

- -Decaiactone;  4-hydroxy-decanolc  acid,  "i- 
lactone. 

o-Decalactone;  5-hydroxy-decanolc  acid,  8- 
lactone. 

Decanal  dimethyl  acetal. 

1- Decanol;  decylic  alcohol. 

2- Deceual. 

3- Decen-2-one;  heptylldene  acetone. 

Decyl  actate. 

Decyl  butyrate. 

Decyl  propionate. 

Dibenzyl  ether. 

4.4- Dibutyl-v-butyrolactone;  4,4-dlbutyl-4- 
hydroxy-butyrlc  acid,  r-lactone. 

Dibutyl  sebacate. 

Diethyl  malate. 

Diethyl  malonate;  ethyl  malonate. 

Diethyl  sebacate. 

Diethyl  succinate. 

Diethyl  tartrate. 

2.5- Dletbyltetrahydrofuran. 

Dihydrocarveol;  8-p-menthen-2-ol;  8- 

methyl-3-isopropenylcyclohexanol. 

Dihydrocarvone. 

Dihydrocarvyl  acetate, 
m -Dimethoxybenzene. 

p-Dimethoxybenzene;  dimethyl  hydroqul- 
none. 

2,4-Dimethylacetophenone. 
o.a-Dimethylbenzyl  Isobutyrate;  phenyldi- 
methylcarblnyl  Isobutyrate.  ^ 

2.6- Dimethyl-S-heptenal. 

2.6- Dimethyl  octanal;  isodecylaldehyde. 

3.7- Dimethyl-l  -octanol;  tetrahydrogeraniol . 
a,a-Dimethylphenethyl  acetate;  benzylpropyl 

acetate;  benzyldlmethylcarblnyl  acetate. 
a,a-Dimethylpbenethyl  alcohol;  dimethyl- 
benzyl  carblnol. 

a,a-Dimethylphenethyl  butyrate;  benzyldl¬ 
methylcarblnyl  butyrate. 
a,a-Dimethylphenethyl  formate;  benzyldl¬ 
methylcarblnyl  formate. 

Dimethyl  succinate. 

l,3-Diphenyl-2-propanone;  dlbenzyl  ketone. 
delta-Dodecalactone;  6-hydroxydodecanoic 
acid,  deltalactone. 

-Dodecalactone;  4-hydroxydodecanoic  acid 
-i  -lactone. 

2-Dodecenal. 

Estragole. 

p-Ethoxybenzaldehyde. 

Ethyl  acetoacetate. 

Ethyl  2-acetyl-3-phenylproplonate;  ethyl- 
benzyl  acetoacetate. 

Ethyl  aconltate,  mixed  esters. 

Ethyl  acrylate. 

Ethyl  p-anlsate. 

Ethyl  anthranilate. 

Ethyl  benzoate. 

Ethyl  benzoylacetate. 

a-Ethylbenzyl  butyrate;  o-phenylpropyl 
butyrate. 

Ethyl  brassylate;  trldecanedlolc  acid  cyclic 
ethylene  glycol  dleater;  cyclo  1,13-ethyl- 
enedioxy  trldecan-1 ,13-dlone. 


2-Etbylbutyl  acetate. 

2-Ethylbut]n:aldehyde. 

2-Etbylbutyrlc  acid. 

Ethyl  cinnamate. 

Ethyl  crotonate;  trans-2-butenoic  acid  ethyl- 
ester. 

Ethyl  cyclohexanepropionate. 

Ethyl  decanoate. 

Ethyl  formate. 

2-Ethylfuran. 

Ethyl  2-furanpropionate. 

4-Ethylgualacol;  4-ethyl-2-methoxyphenol. 
Ethyl  heptanoate. 

2- Ethyl-2-heptenal;  2-ethyl-3-butylacrolein. 
Ethyl  hexanoate. 

Ethyl  Isobutyrate. 

Ethyl  isovalerate. 

Ethyl  lactate. 

Ethyl  laurate. 

Ethyl  levulinate. 

Ethyl  maltol;  2-ethyl-3-hydroxy-4H-pyran- 
4-one. 

Ethyl  2-methylbutyrate. 

Ethyl  myrlstate. 

Ethyl  nitrite. 

Ethyl  nonanoate. 

Ethyl  2-nonynoate;  ethyl  octyne  carbonate. 
Ethyl  octanoate. 

Ethyl  oleate. 

Ethyl  phenylacetate. 

Ethyl  4-phenylbutyrate. 

Ethyl  3-phenylglycldate. 

Ethyl  3-phenylpropionate;  ethyl  hydro- 
clnnamate. 

Ethyl  propionate. 

Ethyl  pyruvate. 

Ethyl  salicylate. 

Ethyl  sorbate;  ethyl  2,4-hexadlenoate. 

Ethyl  tiglate;  ethyl  frons-2-methyl-2-bu- 
tenoate. 

Ethyl  undecanoate. 

Ethyl  10-undecenoate. 

Ethyl  valerate. 

Eucalpytol;  1,8-epoxy-p-menthane;  clneole. 
Eugenyl  acetate. 

Eugenyl  benzoate. 

Eugenyl  formate. 

Eugenyl  methyl  ether;  4-allylveratrole; 
methyl  eugenol. 

Parnesol;  3,7,11 -trimethyl-2, 6,10-dodecatrien- 
l-ol. 

d-Penchone;  d-l,3,3-trlmethyl-2-norborna- 
none. 

Penchyl  alcohol;  l,3.3-trlmethyl-2-norborna- 
nol. 

Pormlc  acid 

(2-Puryl)-2-propanone;  furyl  acetone. 

1- Puryl-2-propanone;  furyl  acetone. 

Pusel  oil,  refined  (mixed  amyl  alcohols) . 
Oeranyl  acetoacetate;  trans-3,7-dlmethyl-2, 

6-octadlen-l-yl  acetoacetate. 

Oeranyl  acetone;  6,10-dlmethyl-5,9-undeca- 
dlen-2-one. 

Oeranyl  benzoate. 

Oeranyl  butyrate. 

Oeranyl  formate. 

Oeranyl  hexanoate 
Oeranyl  Isobutyrate. 

Oeranyl  Isovalerate. 

Oeranyl  phenylacetate. 

Oeranyl  propionate. 

Olucose  pentaacetate. 

Olyceryl  mono(fieate. 

Oualacol;  o-methoxyphenol. 

Ouaiacyl  acetate;  o-methoxyphenyl  acetate. 
Oualacyl  phenylacetate. 

Oualene;  l,4-dlmethyl-7-lsopropenyl-A9,  10- 
octah^roazulene. 

Ouaiol  acetate;  l,4-dlmethyl-7-(a-hydroxy- 
lsopropyl)-.A9.10-octahydroazulene  acetate. 
•>  -Heptalactone;  4-hydroxyheptanolc  acid. 
>> -lactone. 

Heptanal;  enanthaldehyde. 

Heptanal  dimethyl  acetal. 

Heptanal  1,2-glyceryl  acetal. 
2,3-Heptanedione:  acetyl  valeryl. 

3- Hep  tanol. 

2- Heptanone;  methyl  amyl  ketone. 
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S-Heptanone;  ethyl  butyl  ketone. 
«-Heptanone;  dlpropyl  ketone. 
eia-:4-Heptenjd;  cis-4-liepten-l-mI. 

Heptyl  acetate. 

Heptyl  alc(^ol;  enantblc  alcohol. 

Heptyl  butyrate. 

Heptyl  cinnamate. 

Heptyl  formate. 

Heptyl  Isobutyrate. 

Heptyl  octanoate. 

1- Hexadecanol;  cetyl  akxAoI. 
b'-d-Hexadecenlactone;  l6-hydroxy*6-hexa- 

decenolc  acid,  w-lactone;  ambrettollde. 
'v-Hexalactone;  4-bydroxybexanolc  add, 
7-lactone;  tonkallde. 

Hexanal;  c^rolc  aldetayde. 
a^-Hexanedlone;  acetyl  butyryl. 

Hexanoic  acid;  caprolc  acid. 

2- Hexenal. 

2- Hexen-l-ol. 

3- Hexen-l-ol;  leaf  alcohol. 

2- Hexen-l*yl  acetate. 

3- Hexenyl  Isovalerate. 

8-Hexenyl  a-methylbutyrate. 

3-Hexenyl  phenylaoetate;  ete-S-hSMiiyl 
pbenylacetate. 

Hexyl  acetate. 

2-Hexyl -4-acetoxytetrahydrofwan. 

Hexyl  alcohol. 

Hexyl  butyrate. 
a-Hexylclnnamaldehyde. 

Hexyl  formate. 

Hexyl  hexanoate. 
a-Hexylldene  cyclopentanone. 

Hexyl  Isovaleratel. 

Hexyl  2-metbylbutyrate. 

Hexyl  octanoate. 

Hexyl  pbenylacetate;  n-hexyl  phenylaoetate. 
Hexyl  propionate. 

Hydroxycltronellal;  8,7-dlmethyl-7-hydi'o»y- 
octanal. 

Hydroxycltronellal  diethyl  aeetal. 
Hydroxycltronellal  dimethyl' aeetal. 
Hydroxycltronellal;  8.7-dlmethyl-l,7-octane- 
dlol. 

N  -(4-Hydroxy-3-methoxybenEyl)  -nonana* 
mlde;  pelargonyl  vanHlytamMe. 
5-Hydroxy-4-octanone:  butyroln. 

4  -(p  -  Hydroxyphenyl)-  2  -  butanone;  p  -  hy- 
droxybenzyi  acetone. 

Indole. 

a-Ionone;  4-(2,8,«-trlmetbyl-2-cyclohexen-l- 
yl)  -3-buten-a-oae. 

8-Ionone;  4-(a,6,e-trlmethyl-l-eyclohexen- 
1-yl)  -3-buten-2-one. 

a-Irone;  4-(a,6,6,«-tetramethyl-a-eyclohaK- 
ana  -  1  -  yl)  •  8  -  traten  -  2  -  one;  8  -  meth- 
yllonone. 
laoamyl  acetate. 

Isoamyl  acetoacetate. 

Isocunyl  alcohol;  Isopentyl  alcdiol;  3-methyl- 
1-butanol. 

Isoamyl  benzoate. 
iBoamyl  butyrate. 

Isocunyl  cinnamate. 

Isoamyl  formate. 

Isoamyl  2-faranbutyrate;  a-lsoamyl  f\irfuryl- 
proplonate. 

Isoamyl  2-furanproplonate;  a-lsoamrl  fur- 
furylacetate. 

Isoamyl  hexanoate. 

Isoamyl  isobutyrate. 

Isocunyl  Isovalerate. 

Isoamyl  laurate. 

Isoamyl  -  2  -  methylbutyrate;  leopentyl  -  2- 
methylbutyrate. 

Isoamyl  nonanoate. 

Isocunyl  octcmoate. 

Isoamyl  pbenylacetate. 

Isocunyl  propionate. 

Isoamyl  pyruvate. 

Isoamyl  salicylate. 

Isobomeol.  * 

Isobomyl  cccetate. 

Isobornyl  f(H'mate. 

Isobomyl  isovalerate. 

Isobomyl  propionate. 

Isobutyl  cu;etate. 

Isobutyl  acetocKwtate. 


Isobutyl  cdoohol. 

Isobutyl  anfelate;  Isobutyl  ctt-2-methyl-3> 
butenoate. 

Isobutyl  anthranllate. 

Isobutyl  benzoate. 

Isobutyl  butyrate. 

Isobut^  cinnamate. 

Isobutyl  formate.  ~ 

Isobutyl  2-fuianproploaate. 

Isobutyl  heptanoate. 

Isobutyl  hexanoate. 

Isobutyl  Isobutyrate. 

S'laobutylpbenetbyl  alcohol;  Isobutyl  benzyl 
carblnol;  4-metbyl-l-pbenyl-2-pentanol. 
Isobutyl  pbenylacetate. 

Isobutyl  propionate. 

Isobutyl  salicylate. 

Isobutyraldehyde. 

Isobutyrlc  cu;id. 

Isoeugenol;  2-methoxy>4>propenylphenoL 
Isoeugenyl  acetate. 

Isoeugenyl  benzyl  ether,  benzyl  Isoeufeaol. 
Isoeuguiyl  ethyl  ether;  2-ethocry-6-propenyl- 
cmlsde;  ethyl  Isoeugenol. 

Isoeugenyl  formate. 

Isoeugenyl  methyl  ether;  4-propenylvera* 
trole;  methyl  Isoeugenol. 
boeugenyl  phenylaoetate. 
leojaanxme;  mixture  ai  a-bexyUdenscyelo- 
pentcmone  cmd  2-hexyl>2-cyclop«nten-l- 
one. 

a-Isomethyllonooe;  4-(8,8,<-t>Unsthyl>a-«y- 
clohexen-l-yl)-S-metbyl-3>buten-9-o  a  a ; 
methyl  7-lonone. 

Isopropyl  acetate. 
e-Xsopropylaostopbenone. 

Isopropyl  cdcohol;  Isopropcmol. 

Isc^ropyl  benzoate. 

^Isopcopylbensyl  aloohol;  oumlnfe  aleofaol; 

s-cymen-7-<S. 

Isopropyl  butyrate. 

Isopropyl  cinnamate. 

Isopropyl  formate. 

Isoiaopyl  hexanoate. 

Isopropyl  Isobutyrate. 

Isopropyl  Isovalerate. 

s-Isopropylphenylaoetaldebyde;  s-'eymsn>7- 
carboxaldehyde. 

Isopropyl  phenylaoetate. 

3-(s  -  I8opropylphenyl)-proplonaldehyde;  s- 
isopropylhydroclnncunaldehyde;  eumlnyl 
fu:etaldehyde. 

Isc^ropyl  propionate. 

Isopulegol;  p-menth-8-en-3-ol. 

Isopulegone;  p-menth-8-en-S-ons. 

Isc^ulegyl  acetate. 

Isoqulnollne. 

Isovaleric  acid. 

cis-Jasmone;  3-methyl-2-(2-pentenyl)  -2-cy- 
clopenten- 1 -one. 

Laurie  eddehyde;  dodecanal. 

Lauryl  acetate. 

Lauryl  alcohol;  1-dodeccmol. 

Lepldine;  4-methylqulnotlne. 

Levullnlc  acid. 

Llnalool  oxide;  eis~  and  frans-2-vlnyl-2- 
methyl-6-(l'  -  hydroxy  -  1'  -  methylethyl) 
te  trah  ydrof  uran. 

Linalyl  anthranllate;  3.7-dlmetbyl-l,  8-octa- 
dlen-3-yl  antbrcmllate. 

Linalyl  benzoate. 

Linalyl  butyrate. 

Linalyl  cinnamate. 

Linalyl  formate. 

Linalyl  hexanoate. 

Linalyl  Isobutyrate 
Llncdyl  isovalerate. 

Linalyl  octanoate. 

Linalyl  propionate. 

Maltol;  3-hydroxy-2-methyl-4H-pyran-4-one. 
Menthadienol;  p-mentba-l,8(10)-dlen-9-ol. 
p-Mentha-1.8-dien-7-<M;  petUlyl  cUoohol. 
Mentbadlenyl  Metate;  p-mentha-l,8<10)- 
dien-9-yl  acetate. 
p-Menth-3-en-l-ol. 

l-p-Mentben-9-yl  acetate;  p-mentb-l-en-9- 
yl  acetate. 

Menthol;  2-lsopropyl-5-methylcyclohexan<d. 
Menthone;  p-menthcui-3-one. 


Menthyl  acetate;  p-menth-3-yl  acetate. 
Menthyl  Isovalerate;  p-menth-3-yl  Isoval¬ 
erate. 

o-Methoxybenzeddebyde. 
p-Msthonyhenasklshyde;  p-anlsaldehyde. 
o-Methoxyclnncunaldebyde. 
2-Methoxy-4-methylphaool;  4-metbylguaia- 
col;  2-aaethoocy-p-cresol. 

4-  ( p-Mathoxyphenyl )  -2-butccnone:  cmlsyi 

acetone. 

1  - (4-MethoxyphenyI )  -  4  -  methyl-l-penten- 

S-one;  aoethoxyatyryl  Isopropyl  ketone. 
l-(p-Methoxyphenyl) -1-pan  ten -8-one:  a- 

methylanlsylldens  acetone;  ethone. 

1- (p-Methoxyphenyl)-2-prapanone;  anlsyl- 
methyl  ketone;  anisic  ketone. 

2- Methoxy-4-vtnylphenol;  p-vlnylguaiacol. 
Methyl  acetate. 

4'-Methylacetophenone;  p-methylacetophe- 
none;  methyl  p-tolyl  ketone. 
2-MeChoxy-4-vinylpbenol;  p-vlnylguaiacol. 

1-yl  butyrate. 

Methyl  anlsate. 

o-Methylanlsde;  o-creayl  methyl  ether. 
p-Methylanlsole;  p-cresyl  methyl  ether; 

jKOiethozytoluene. 

Methyl  benzoate. 

Methylbenzyl  acetate,  mixed 
a-Methylbenzyl  acetate;  styralyl  acetate. 
a-Methylbenzyl  alcohol;  styralyl  aloohol. 
s-Metbylbenzyl  butyrate;  sQrndyl  butyrate 
a-Methylbenzyl  Isobutyrate;  styralyl  Isobuty- 
late. 

a-Methylbenzyl  formate;  styralyl  formate. 
a-Methylbenzyl  propionate;  styralyl  propi¬ 
onate. 

2-Methylbutyl  Isovalerate. 

Methyl  p-tsrt-butylphenylacetate. 
2-Methylbutyraldehyde;  methyl  ethyl  acetal - 
ddiyde. 

8-Mbthylbutyraldehy de ;  isovaleraldeh  yde . 
Methyl  butyiate. 

2-Metbylbutyric  acid. 
a-Methylclnnamaldehyde . 
p-Methylclnnamaldebyde . 

Methyl  cinnamate. 

2-Metbyl-l  ,3-cycldiexadlene. 
Methylcyclopentenolone;  3-metbylcyclopen  - 
tane-l,2-dlone. 

Methyl  disulfide;  dimethyl  disulfide. 

Methyl  ester  of  rosin,  partially  hydrogenated 
(as  defined  in  f  172.616);  methyl  dlhydro- 
abletate. 

Methyl  heptanoate. 

2-Metbylheptanolc  acid. 
6-Methyl-6-hepten-2-one. 

Methyl  hexanoate. 

Methyl  2-hexanoate. 

Methyl  p-bydroxybeiizoate;  metbylparaben. 
Methyl  a-ionone;  6-(2.6,6-telmethyl-2-cyclo- 
hexen-l-yl)  -4-penten-3-one. 

Methyl  8-ionone;  6.(2,6,6-trlmetbyl-3-cyclo- 
hexen-l-yl)  -4-pen  ten-3 -one. 

Methyl  6-ionone;  6-(2,6,6-trimetbyl-3-cyclo- 
hexen-l-yl)  -4-penten-3-one. 

Methyl  Isobutyrate. 

2-Methyl  -  3-(p-isopropy4)henyl) -propional- 
debyde;  a-methyl-p-is<^ropylhydrocln- 
namaldehyde;  cyclamen  aldehyde. 

Methyl  Isovalerate. 

Methyl  laiirate. 

Methyl  mercaptan;  methanetblol. 

Methyl  o-methoxybenzoate. 

Methyl  AT-methylanthranilate;  dimethyl  an¬ 
thranllate. 

Methyl  2-methylbutyrate. 

Methyl  2-methyltbloproplonate. 

Methyl  4-methylvalerate. 

Methyl  myristate. 

Methyl  ^-naphthyl  ketone;  2'-acetonaph- 
thone. 

Methyl  nonanoate. 

Methyl  2-nonenoate. 

Methyl  2-nonynoate;  methyloctyne  carbon¬ 
ate. 

2-Methyloctanal;  methyl  hexyl  acetaldehyde. 
Methyl  octanoate. 

Methyl  2-oetynoate;  methyl  beptlne  carbon¬ 
ate. 
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4-Methyl-2,3-pentanedloae;  MWtyl  Isobuty* 
ryl. 

4-Metliyl-2-pentanone:  methyl  Isobutyl  ke¬ 
tone. 

;j-Methylpbenetbyl  alcohol;  bydratrophyl  al¬ 
cohol. 

Methyl  phenylacetate. 

3- Methyl-4-phenyl-3-butene-2-one. 

2-Metbyl-4-phenyl-2-butyl  acetate;  dl- 

methylphenylethyl  carblnyl  acetate. 

2- Metbyl-4-phenyl-2-but7l  Isobutyrate;  dl- 
methylphenyl-ethylcarblnyl  Isobutyrate. 

3  -Methyl-2-phenylbutyraldehyde;  o-lsopro- 
pyl  pbenylacetaldehyde. 

Methyl  4-phenylbutyrate. 

4- Methyl-l-phenyl-2-pentanone;  benzyl  iso¬ 
butyl  ketone. 

Methyl  3-phenylpropionate;  methyl  hydro- 
cinnamate. 

Methyl  propionate. 

3- Methyl-5-propyl-2-cyclohexen-l-one. 
Methyl  sulfide. 

3-Methylthlopr<^ionaldehyde;  methional . 

2-Methyl-3-tolylpropionaldehyde,  mixed  o-, 

m-,  P-. 

2-Methylundecanal;  methyl  nonyl  acetalde¬ 
hyde. 

Methyl  9-undecenoate. 

Methyl  2-undecynoate;  methyl  decyne  car¬ 
bonate. 

Methyl  valerate. 

2-Methylvaleric  acid. 

Myrcene;  7-methyl-3-metbylene-l,6-octadi- 
ene. 

Myristaldebyde;  tetradecanaL 
d-Neomenthol;  2-lsobutyl-S-metbylcyclobex- 
and. 

Nerol;  cts-3,7-dimetbyl-2.6-octadlen-l-ol. 
Nerolidol:  3,7,ll-trimethyl-l,6,10-dodecatri- 
en-3-ol. 

Neryl  acetate. 

Neryl  butyrate. 

Neryl  formate. 

Neryl  isobutyrate. 

Neryl  Isovalerate. 

Neryl  propionate. 

2 ,6-Nonadien-l -ol . 

7-Nonalactone;  4-hydroxynonanoic  acid. 

lactone;  aldehyde  C-18. 

Nonanal;  pelargonlc  aldehyde. 

1,3-Nonanedid  acetate,  mixed  esters. 
Nonanoic  acid;  pdargonic  add. 

2- Nonanone;  methylhd>tyl  ketone. 

3- Nonanon-l-yl  acetate;  l-hydroxy-3-nona- 
none  acetate. 

Nonyl  acetate. 

Nonyl  alcohd;  1-nonanol. 

Nonyl  octanoate. 

Nonyl  Isovalerate. 

Nootkatone;  6,6-dlmethyl-8-isopropenyl-bl- 
cyclo(4,4,0  J  -doc-l-en-8-one. 

Oclmene;  trans-fi-ocimene;  S,7-dimethyl-l,3, 
6-octatriene. 

-v-Octalactone;  4-hydroxyoctanolc  acid.  7- 
lactone. 

Octanal;  caprylaldehyde. 

Octanal  dimethyl  acetal. 

Octanoic  acid;  caprylic  acid. 

1- Octanol;  octyl  alcohd. 

2- Octanol. 

3- Octanol. 

2- Octanone;  methyl  hexyl  ketone. 

3- Octanone;  ethyl  amyl  ketone. 

3  -Octanon- 1  -ol . 

l-Octen-3-d;  amyl  vinyl  carblnol. 

l-Octen-3-yl  acetate. 

Octyl  acetate. 

3 -Octyl  acetate. 

Octyl  butirrate. 

Octyl  formate. 

Octyl  heptanoate. 

Octyl  Isobutyrate. 

Octyl  isovalerate. 

Octyl  octanoate. 
pctyl  phenylacetate. 

Octyl  prt^ionate. 

u'-Pentadecalactone;  15-hydroxypentadeca- 
noie  acid.  6>-lactone;  pentadecandide;  an¬ 
gelica  lactone. 


2,3-Pentanedlone;  acetyl  pr(q>lonyl. 

2-Pentanone;  methyl  propyl  ketone. 

4-Pentenoic  acid. 

1- Penten-3-ol. 

pmilaldehyde;  4-isopropenyl-l -cyclohexene - 

1-carboxaldehyde;  p-mentha-13-dlen-7-al. 
Perillyl  acetate;  p-mentha-l,6-dlen-7-yl 
acetate. 

a-Phellandrene;  p-mentba-1, 5-diene. 
Phenetbyl  acetate. 

Phenethyl  alcohol;  /5-phenylethyl  alcohol. 
Phenethyl  anthranilate. 

Phenethyl  benzoate. 

Phenethyl  butyrate. 

Phenetbyl  clnnamate. 

Phenethyl  formate. 

Phenetbyl  isobutyrate. 

Phenethyl  isovalerate. 

Phenethyl  2-methylbutyrate. 

Phenethyl  phenylacetate. 

Phenethyl  propionate. 

Phenethyl  salicylate. 

Phenethyl  senecioate;  phenethyl  3,3-dimeth¬ 
ylacrylate. 

Phenethyl  tiglate. 

Phenoxyacetic  acid. 

2- Phenoxyethyl  isobutyrate. 
Pbenylacetaldehyde;  a-tolulc  aldehyde. 
Pbenylacetaldehyde  2,3-butylene  glycol 

acetal. 

Pbenylacetaldehyde  dimethyl  acetal. 
Phenylacetalddiyde  glyceryl  acetal. 
Phenylacetic  acid;  a-tolulc  add. 

4-Phenyl-2-butanol;  phenylethyl  methyl 
carblnol. 

4-Phenyl-3-buten-2-ol;  methyl  styryl  car- 
binol. 

4-Phenyl -3  -buten-2  -one. 

4-Phenyl-2-butyl  acetate;  phenylethyl 
methyl  carblnyl  acetate. 

l-Phenyl-3-methyl-3-pentanol;  phenylethyl 
methyl  ethyl  carblnol. 

1 - Phenyl- 1 -propanol;  phenylethyl  carblnol. 

3- PbenyI-l-propanol;  hydrocinnamyl  alcohol. 

2- Pbenylproplonaldehyde;  hydratropalde- 

byde. 

3  -Phenylpropionaldehyde ;  hydroclnnamalde  - 
byde. 

2 - Phenylpropionaldehyde  dimethyl  acetal; 
hydra  tropic  aldehyde  dimethyl  acetal. 

3- Phenylproplonlc  acid;  hydroclnnamlc  acid. 

3-Phenylpropyl  acetate. 

2- Phenylpr<:q)yl  butyrate. 

3- Phenylpropyl  clnnamate. 

3-Phenylpropyl  formate. 

3-Phenylpropyl  hexanoate. 

2- Phenylpropyl  isobutyrate. 

3- Phenylpropyl  Isobutyrate. 

3-Phenylpropyl  Isovalerate. 

3-Phenylpropyl  propionate. 
2-{3-Phenylpropyl)  -tetrahydrofura,. 
a-Pinene;  2-plnene. 

/3-Plnene;  2(10)-plnene. 

Pine  tar  oil. 

Plnocarveol ;  2(10)  -plnen-3  -ol . 

Piperidine. 

Piperine. 

d-Piperitone;  p-menth-l-wi-8-one. 
Piperitenone;  p-mentha-l,4(8)  -dlen-3-one. 
Piperltenone  oxide;  l,2-epoxy-p-menth-4(8)- 
en-3-one. 

Piperonyl  acetate;  heliotropyl  acetate. 
Piperonyl  isobutyrate. 

Polylimonene. 

Polysorbate  20;  polyoxyethylene  (20)  sorbitan 
monolaurate. 

Polysorbate  60;  polyoxyethylene  (20)  sor¬ 
bitan  monostereate. 

Polysorbate  80;  polyoxyethylene  (20)  sorbi¬ 
tan  monooleate. 

Potassium  acetate. 

Propenylguaethol;  6-ethoxy-m-anol. 
Prc^ionaldehyde. 

Propyl  acetate. 

Pn^yl  alcohol;  1-propanol. 
p-I^x>pyl  anisole;  dibydroanethole. 

Propyl  benzoate. 

Pix^yl  butirrate. 

Propyl  clnnamate. 


Propyl  disulfide. 

Propyl  formate. 

Propyl  2-furanacrylate. 

Propyl  heptanoate. 

Propyl  hexanoate. 

Propyl  p-hydroxybenzoate;  propylparaben. 

3- Propylldenephthalide. 

Propyl  Isobutyrate. 

Propyl  isovalerate. 

Propyl  mercaptan. 
a-Propylphenethyl  alcohol. 

Propyl  phenylacetate. 

Propyl  propionate. 

Pulegone;  p-menth-4(8)-en-3-one. 

Pyridine. 

Pyroligneous  acid  extract. 

Pyruvaldehyde. 

Pyruvic  acid. 

Rhodinol;  3,7-dimethyl-7-octen-l-ol;  Z-dtro- 
nellol. 

Rbodinyl  acetate. 

Rhodinyl  butyrate. 

Rhodinyl'  formate. 

Rhodinyl  Isobutyrate. 

Rhodinyl  Isovalerate. 

Rbodinyl  phenylacetate. 

Rhodinyl  propionate. 

Rum  ether;  ethyl  oxyhydrate. 

Salicylaldehyde. 

Santalol,  a  and  8. 

Santalyl  acetate. 

Santalyl  phenylacetate. 

Skatole. 

Sorbitan  monostearate. 

St}rrene. 

Sucrose  octaacetate. 

a-Terplnene. 

y-Terplnene. 

a-Terpineol;  p-menth-l-en-8-d. 

8- Terpineol. 

Terpinolene;  p-menth-l,4(8)  -diene. 

Terpinyl  acetate. 

Terpinyl  anthranilate. 

Terpinyl  but]rrate. 

Terpinyl  clnnamate. 

Terpinyl  formate. 

Terpinyl  Isobutyrate. 

Terpinyl  isovalerate. 

Terpinyl  propionate. 

Tetrahydrofurfuryl  acetate. 
Tetrahydroftirfuryl  alcohol. 
Tetrahydrofurfuryl  butyrate. 
Tetrahydroftu^uryl  propionate. 
Tetrahydro-pseudo-ionone;  6, 10-dimethyl  -9  - 
undecen-2-one. 

Tetrahydrolinalool;  3,7-dimethyloctan-3-ol. 
Tetramethyl  ethylcyclohexenone;  mixture  of 
5  -  ethyl-2,3,4,S-tetnkmethy1-2-cyclohexen- 
1-one  and  5-ethyl-3,4,6,6-tetramethyl-2- 
cyclohexen- 1  -one. 

2-Thlenyl  mercaptan;  2-thienylthlol. 

Thymol. 

Tolualdehyde  glyceryl  acetal,  mixed  o,  m,  p. 

Tolualdehydes,  mixed  o,  tn,  p. 

p-Tolylacetaldehyde. 

o-Tolyl  acetate;  o-cresyl  acetate. 

p-Tolyl  acetate;  p-cresyl  acetate. 

4- (p-Tolyl) -2-butanone;  p-methylbenzylace- 
tone. 

p-Tolyl  isobutyrate. 
p-To’yl  laurate. 
p-Tolyl  phenylacetate. 

2-  ( p-Tolyl)  -propionaldehyde:  p-methylhy- 

dratropic  aldehyde. 

Tributyl  acetylcitrate. 

2-Tridecenal. 

2.3-Undecadlone;  acetyl  nonyryl. 
y-Undecalactone;  4-bydroxyundecanolc  acid 
y-lactone;  peach  aldehyde;  aldehyde  C-14. 
Undecenal. 

2-nndecanone;  methyl  nonyl  ketone. 

9- nndecenal;  undecenoic  aldehyde. 

10- Undecenal.  * 

Undecen-l-ol;  undecylenic  alcohol. 
lO-Undecen-l-yl  acetate. 

Undecyl  alcohol. 

Valeraldehyde;  pentanal. 

Valeric  acid;  pentanoic  acid. 

Vanillin  acetate;  acetyl  vanillin. 
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V  eratraldehyde. 

Verbenol;  3-plnen-4-ol. 

Zingerone;  4-(4-hydroJty-3-methoxypheuyl)- 

2-butanoiie. 

(c)  a-Decalactone  and  a-dodecalac- 
tone  when  used  separately  or  In  combi¬ 
nation  in  oleomargarine  are  used  at 
levels  not  to  exceed  10  parts  per  million 
and  20  parts  per  million,  respectively,  in 
accordance  with  $  166.110  of  this  chapter. 

(d)  BHA  (butylated  hydroxyanlsole) 
may  be  used  as  an  antioxidant  in  flavor¬ 
ing  substances  whereby  the  additive  does 
not  exceed  0.5  percent  of  the  essential 
(volatile)  oil  content  of  the  flavoring 
.substance. 

§  172.520  CxM’tKi  nilh  diwiyi  Mtdiuiii 

KiilfoHucvinutc  for  manufacturing. 

The  food  additive  “cocoa  with  dioctyl 
sodium  sulfosuccinate  for  manufactur¬ 
ing,”  conforming  to  { 163.117  of  this 
chapter  and  S  172.810,  is  used  or  intended 
for  use  as  a  flavoring  substance  in  dry 
beverage  mixes  whereby  the  amount  of 
dioctyl  sodium  sulfosuccinate  does  not 
exceed  75  parts  per  million  of  the  fin¬ 
ished  beverage.  The  labeling  of  the  dry 
beverage  mix  shall  bear  adequate  direc¬ 
tions  to  assure  use  in  compliance  with 
this  section. 

§  172.530  DiMMliiim  guanylatr. 

Dlsodlum  guanylate  may  be  safely 
used  as  a  flavor  enhancer  in  foods,  at  a 
level  not  in  excess  of  that  reasonably 
required  to  produce  the  intended  effect. 

§  172.535  Disodiuni  iiiOMinalc. 

The  food  additive  disodliun  inosinate 
may  be  safely  used  in  food  in  accordance 
with  the  following  prescribed  conditions: 

(a)  The  food  additive  is  the  disodium 
salt  of  inosinlc  acid,  manufactured  and 
purified  so  as  to  contain  no  more  than 
150  parts  per  million  of  soluble  barium 
in  the  ccnnpound  dlsodlum  inosinate  with 
seven  and  one-half  molecules  of  \\'ater  of 
crystallization. 

(b)  The  food  additive  is  used  as  a 
flavoring  adjuvant  in  food. 

§  172.560  Modified  hop  exirari. 

The  food  additive  modified  hop  extract 
may  be  safely  used  in  beer  in  accordance 
with  the  following  prescribed  conditions: 

(a)  The  food  additive  is  used  or  in¬ 
tended  for  use  as  a  flavoring  agent  in 
the  brewing  of  beer. 

(b)  The  food  additive  is  maniifactured 
by  one  of  the  following  processes: 

(1)  The  additive  is  manufactured  from 
a  hexane  extract  of  hops  by  simultaneous 
isomerization  and  selective  reduction  in 
an  alkaline  aqueous  medium  with  sodiiun 
borohydride,  whereby  the  additive  meets 
the  follo\\ing  specifications: 

(i)  A  solution  of  the  food  additive 
solids  is  made  up  in  approximately  0.012 
n  alkaline  methyl  alcohol  (6  milliliters 
of  1  n  sodium  hydroxide  diluted  to  500 
milliliters  with  methyl  idcohol)  to  show 
an  absorbance  at  253  millimicrons  of  0.6 
in  0.9  per  centimeter.  (TTils  absorbance  is 


obtained  by  approximately  0.03  milli¬ 
gram  soUds  permillillter.)  The  ultra¬ 
violet  absorption  spectrum  of  this 
solution  exhibits  the  foUowing  character¬ 
istics:  An  absorption  peak  at  253  milli¬ 
microns;  no  abMrption  peak  at  325  to 
330  millimicrons;  the  absorbance  at  268 
millimicrons  does  not  exceed  the  absorb¬ 
ance  at  272  millimicrons. 

(il)  The  boron  content  of  the  food  ad¬ 
ditive  does  not  exceed  310  parts  per  mil¬ 
lion  (0.0310  percent) ,  calculated  as  boron. 

(2)  The  additive  is  manufactured  from 
hops  by  a  sequence  of  extractions  and 
fractionations,  using  benzene,  Ught  pe- 
troleiun  spirits,  and  methyl  alcohol  as 
solvents,  followed  by  isomerization  by 
potassium  carbonate  treatment.  Residues 
of  solvents  in  the  modified  hop  extract 
shall  not  exceed  1.0  part  per  million  of 
benzene,  1.0  part  per  million  of  light 
petroleiun  spirits,  and  250  parts  per  mil¬ 
lion  of  methyl  alcohol.  The  light  petro¬ 
leum  spirits  and  benzene  solvents  shall 
ccnnply  with  the  specifications  in 
§  172.250  except  that  the  boiling  point 
range  for  light  petroleum  spirits  is  150* 
P-300'‘  P. 

(3)  The  additive  is  manufactured 
fr(un  hops  by  a  sequence  of  extractions 
and  fractionations,  using  methylene 
chloride,  hexane,  and  methyl  alcohol  as 
solvents,  follow^  by  isomerizatiwi  by 
sodium  hydroxide  treatment.  Residues 
of  the  solvents  in  the  modified  hop  ex¬ 
tract  shall  not  exceed  5  parts  per  million 
of  methylene  chloride,  25  parts  per  mil¬ 
lion  of  hexane,  and  100  parts  per  million 
of  methyl  alcohcd. 

(4)  The  additive  is  manufactured 
from  hops  by  a  sequence  of  extractions 
and  fractionations,  using  benzene,  light 
petroleum  spirits,  methyl  alcohol,  n-butyl 
alcohol,  and  ethyl  acetate  as  solvents, 
followed  by  isomei'ization  by  potassium 
carbonate  treatment.  Residues  of  sol¬ 
vents  in  the  modified  h(H>  extract  shall 
not  exceed  1.0  part  per  million  of  ben¬ 
zene,  1.0  part  per  million  of  light  petro¬ 
leum  spirits,  50  parts  per  million  of 
methyl  alcohol,  50  parts  per  mlllicm  of 
n-butyl  alc(diol,  and  1  paji;  per  million 
of  ethyl  acetate.  The  light  petroleum 
spirits  and  benzene  solvents  shall  comply 
with  the  specifications  in  S  172.250  ex¬ 
cept  that  the  boiling  point  range  for 
light  petroleum  spirits  is  150°  F  to 
300°  P. 

(5)  The  additive  is  manufactured  from 
hops  by  an  initial  extraction  and  frac¬ 
tionation  using  one  or  more  of  the  fol¬ 
lowing  solvents:  Ethylene  dichloride. 
hexane,  isopropyl  alcohol,  methyl  alco¬ 
hol,  methylene  chloride,  trichloro¬ 
ethylene,  and  water;  followed  by  isom- 
erizaUon  by  calcium  chlOTlde  or 
magnesium  chloride  treatment  in  ethyl¬ 
ene  dichloride,  methylene  chloride,  or 
trichloroethylene  and  a  further  sequence 
of  extractions  and  fractionations  using 
one  or  more  of  the  solvents  set  f(Hih  in 
this  paragraph.  Residues  of  the  solvents 
in  the  modified  hop  extract  shall  not  ex¬ 
ceed  125  parts  per  million  of  hexane; 


150  parts  per  million  ot  ethylene 
di<^<Mlde,  methylene  chloride,  or  tri¬ 
chloroethylene;  or  250  parts  per  million 
of  lscg;>ropyl  alcohol  or  methyl  alcohol 

(6)  The  additive  is  manufactured  from 
hope  by  an  initial  extraction  and  frac- 
tionatiem  using  one  or  more  of  the 
solvents  listed  in  paragraph  <b)<5)  of 
this  sectlcm  followed  by:  Hydrogenation 
using  palladium  as  a  catalyst  in  methyl 
alcc^ol,  ethyl  alcohol,  or  isopropyl  alco¬ 
hol  acidified  with  hydrochloric  or  sul¬ 
furic  acid;  oxidation  with  peracetic  acid. 
isomerizati(xi  by  calcium  chloride  or 
magnesium  chloride  treatment  in  ethyl¬ 
ene  dichloride,  methylene  chloride,  or 
trichloroethylene  ( Edtematively,  the 
hydrogenation  and  isomerization  steps 
may  be  performed  in  reverse  order) ;  and 
a  further  sequence  of  extractions  and 
fractionations  using  one  or  more  of  the 
solvents  listed  in  paragraph  <b)  (5)  of 
this  section.  The  additive  shall  meet  the 
residue  limitations  as  prescribed  in  para¬ 
graph  (b)  (5)  of  this  section. 

(7)  The  additive  is  manufactured  from 
hops  as  set  forth  in  paragraph  (b)  <6)  of 
this  section  followed  by  reduction  with 
sodium  borohydride  in  aqueous  alkaline 
methyl  alcohol,  and  a  sequence  of  ex¬ 
tractions  and  fracticxiations  using  one  or 
more  of  the  solvents  listed  in  paragraph 
<b)  (5)  of  this  section.  The  additive  shall 
meet  the  residue  limitations  as  prescribed 
in  paragriqih  <b)  (5)  of  this  section,  and 
a  boron  ctmtent  level  not  in  excess  of 
300  parts  per  million  (0.0300  percent), 
calculated  as  boron. 

(8)  The  additive  is  manufactured  from 
h(H)s  as  a  nonisomerizable  nonvolatile 
hop  resin  by  an  initial  extracticm  and 
fractionation  using  one  or  more  of  the 
solvents  listed  in  paragraph  (b)  (5)  of 
this  section  followed  by  a  sequence  of 
aqueous  extractions  and  removal  of  non- 
aqueous  solvents  to  less  than  0.5  percent. 
The  additive  is  added  to  the  wort  before 
or  during  cooking  in  the  manufacture  of 
beer. 

§  172.575  Quinine. 

Quinine,  as  the  hydr(x;hloride  sale  or 
sulfate  salt,  may  be  safely  used  in  food 
in  accordance  with  the  following  condi¬ 
tions: 

Uses  Limitation)! 

In  carbonated  bev-  Not  tp  exceed  83  part8 

erages  as  a  flavor.  per  mlUion,  as  qui¬ 
nine.  Label  shall 
bear  a  prominent  dec¬ 
laration  of  the  pres¬ 
ence  of  quinine  either 
by  the  use  of  the  word 
“quinine"  In  the  name 
of  the  article  or 
through  a  separate 
declaration. 

§  172.580  .Safroie-freo  exlru4i  «»f 
safras. 

The  food  additive  safrole-free  extract 
of  sassafras  may  be  safely  used  in  ac¬ 
cordance  with  the  following  prescribed 
conditiims: 

(a)  The  additive  is  the  aqueous  extract 
obtained  from  the  root  bark  of  the  plant 
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Sassafras  albidum  (Nuttall)  Nees  (Pam. 
Lauraceae). 

(b)  It  is  obtained  by  extracting  the 
bark  with  dilute  alcohol,  first  concen¬ 
trating  the  alcoholic  solution  by  vacuiim 
distillation,  then  diluting  the  concen¬ 
trate  with  water  and  discarding  the  (rily 
fraction. 

(c)  The  purified  aqueous  extract  is 
saf  role-free. 

(d)  It  is  used  as  a  fiavoring  in  food. 

§  172.583  Sugar  bc^l  extract  flavor  base. 

Sugar  beet  extract  flavor  base  may  be 
safeh^  used  in  food  in  accordance  with 
the  provisions  of  this  section. 

(a)  Sugar  beet  extract  flavor  base  Is 
the  concentrated  residue  of  soluble  stigar 
beet  extractives  from  which  sugar  and 
glutamic  acid  have  been  recovered,  and 
which  has  been  subjected  to  ion  exchange 
to  minimize  the  cmicentratlon  of  natu¬ 
rally  occurring  trace  minerals. 

(b)  It  is  used  as  a  flavor  in  food. 

§  1 72.590  Y'east-nialt  sprout  extract. 

Yeast-malt  sprout  extract,  as  described 
in  this  section,  may  be  safely  used  In 
food  in  accordance  with  the  following 
prescribed  conditions: 

(a)  The  additive  is  produced  by  par¬ 
tial  hydrolysis  of  yeast  extract  (derived 
from  Saccharomyces  cereviseae,  Sac~ 
charomyces  fragilis,  or  Candida  utilis) 
using  the  sfu^ut  portion  of  malt  bailey 
as  the  source  of  enzymes.  Ihe  additive 
contains  a  maximum  of  6  percent  5'  nu¬ 
cleotides  by  weight. 

(b)  The  additive  may  be  used  as  a 
flavor  enhancer  in  food  at  a  level  not  in 
excess  of  that  reasonably  required  to  pro¬ 
duce  tiie  intended  effect. 

Subpart  G — Gums,  Chewing  Gum  Bases 
and  Related  Substances 

§  172.610  Arabinogalartan. 

Arabinogalactan  may  be  safely  used  in 
food  in  accordance  with  the  following 
conditions: 

(a)  Arabinogalactan  is  a  polysac¬ 
charide  extracted  by  water  from  Western 
larch  wood,  having  galactose  units  and 
arabinose  units  in  the  approximate  ratio 
of  six  to  one. 

(b)  It  is  used  in  the  following  foods  in 
the  minimum  quantity  required  to  pro¬ 
duce  its  intended  effect  as  an  emulsifier, 
stabilizer,  binder,  or  bodying  agent:  Es¬ 
sential  oils,  nwinutritive  sweeteners, 
flavor  bases,  nonstandardized  dressings, 
and  pudding  mixes. 

§  172.615  Chewing  gum  base. 

The  food  additive  chewing  gum  base 
may  be  safely  used  in  the  manufacture 
of  chewing  gum  in  acccx'dance  with  the 
following  prescribed  conditions: 

(a)  The  food  additive  cmisists  of  one 
or  more  of  the  fcdlowing  substances  that 
meet  the  specifications  and  limitations 
prescribed  in  this  paragraph,  used  In 
amounts  not  to  exc^d  those  required  to 
produce  the  Intended  physical  or  other 
technical  effect. 


lilASTICATORT  SUBSTANCES 


NATURAL  (COAGULATED  OS  CONCENTRATED  LATTCES)  OF  VEGETABLE  ORIGIN 


Family 

Sapotacese: 

Chicle  . . . . . . 

Cblqulbul _ 

Crown  gum _ 

Outta  hang  hang _ 

Massaranduba  balata  (and  the  sol- 
vent-free  resin  extract  of  Massa¬ 
randuba  balata) . 

Massaranduba  chocolate _ 

Nlspero’ _ 

Rosldlnha  (rosadlnha) _ 

Venezuelan  chicle _ 

Apocynaceae: 

Jelutong  _ 

Leche  caspl  (sorva) _ — _ 

Pendare _ _ _ — _ 

Perlllo _ _ 

Moraceae: 

Leche  de  vaca _ _ _ 


Niger  gutta _ _ 

Tunu  (timo) _ _ _ 

Euphorblaceae: 

Chute  . . 

Natural  rubber  (smoked  sheet  aad 
latex  solids) . 


Genus  and  species 

Manilkara  zapotilla  Ollly  and  Manilkara  chicle  Qllly. 
ManUkara  zapotilla  OUly. 

Manilkara  ziq>otma  Ollly  and  Manilkara  chicle  Gilly. 
Palaqulum  leiocarpum  Boerl.  and  Palaquium  ob- 
longifolium  Burck. 

Manilkara  huberi  (Ducke)  Chevalier. 


Manilkara  sollmoesensis  Ollly. 

Manilkara  zapotilla  OUly  and  Manilkara  chicle  Ollly. 

Mlcropholls  (also  known  as  Slderoxylon)  spp. 

Manilkara  willlamsil  Standley  and  related  spp. 

Dyera  costulata  Hook.  F.  and  Dyera  lowil  Hook,  P. 

Oouma  macrocarpa  Barb.  Rodr. 

Couma  macrocarpa  Barb.  Rodr.  and  Couma  utilis 
(Mart.)  Muell.  Arg. 

Couma  macrocarpa  Barb.  Rodr.  and  Couma  utUis 
(Mart.)  Muell.  Arg. 

Broslmum  utUe  (H.B.K.)  Pittier  and  Poulsenia  spp.; 
also  Lacmellea  standleyl  (Woodson) ,  Monachlno 
(Apocynaceae) . 

Ficus  platyphylla  Del. 

Castilla  fallax  Cook. 

Cnidoscolus  (also  known  as  Jatropha)  elasticus 
Lundell  and  Cnidoscolus  tepiquensis  (Cost,  and 
Oall.)  MeVaugh. 

Hevea  braslllensls. 


Synthetic 

Butadiene-styrene  rubber _ 

Isobutylene  -  Isoprene  copolymer 
(butyl  rubber). 

Paraffin  _ _ 


Petroleum  wax _ 

Petroleum  wax  synthetic 

Polyethylene  _ 

Polyisobutylene  _ 

Polyvinyl  acetate _ 


Basic  polymer. 
Do. 


Specifications 


Synthesized  by  Plscher-Tropsch  process  from  carbon 
monoxide  and  hydrogen,  which  are  catalytically 
converted  to  a  mixture  of  paraffin  hydrocarbons. 
Lower  molecular  weight  fractions  are  removed  by 
dlstUlatlon.  The  residue  Is  hydrogenated  and 
further  treated  by  percolation  through  activated 
charcoal.  The  product  has  a  congealing  point  of 
200*  P-210*  P  as  determined  by  A.S.T.M.  D-93a- 
49  method;  a  maximum  oil  content  of  0.5  per¬ 
cent  as  determined  by  A.S.TM.  D-721-56T  method; 
and  an  absorptivity  of  less  than  0.01  at  200  milli¬ 
microns  In  decahydronaphthalene  at  190*  F  as 
determined  by  A.S.T.M.  131  method. 

Complying  with  |  172.886. 

Compl3ring  with  S  172.888. 

Molecular  weight  2,000-21,000. 

Minimum  molecular  weight  37,000  (Flory) . 

Molecular  weight,  minimum  2,000. 


Plasticizing  Materials  (Softeners) 


Olycerol  ester  of  partially  dimerized 
rosin. 

Olycerol  ester  of  partially  hydro¬ 
genated  gum  OT  wood  rosin. 

Olycerol  ester  of  polymerized  rosin _ 

Olycerol  ester  of  gum  rosin _ 


Olycerol  ester  of  tall  oil  rosin. 


Olycerol  ester  of  wood  rosin 


Lanolin  _ _ _ 

Methyl  ester  of  rosin,  partially  hydro¬ 
genated. 


Having  an  acid  number  of  3-8,  a  drop-softening  point 
of  109*  C:-119*  C,  and  a  color  of  M  or  paler. 

Having  an  acid  number  of  3-10,  a  drop -softening 
point  of  79*  C-88*  C,  and  a  color  of  N  or  paler. 

Having  an  acid  number  of  3-12,  a  melting-point 
range  80*  C-126*  C,  and  a  color  of  M  or  paler. 

Having  an  acid  number  of  5-9,  a  drop-softening  point 
of  88*  C-96*  C.  and  a  color  of  N  or  paler.  The 
ester  is  purified  by  steam  stripping. 

Having  an  acid  number  of  5-12,  a  softening  point 
(ring  and  ball)  of  80'’-88°  C,  and  a  color  of  N  or 
paler.  The  ester  is  purified  by  steam  stripping. 

Having  an  acid  number  of  3-?,  a  drop-softening  point 
of  88*  C-96*  C,  and  a  color  of  N  or  paler.  The 
ester  is  purified  by  steam  stripping. 


Having  an  acid  number  of  4-8,  a  refractive  Index  of 
1.5170-1.5205  at  20*  C,  and  a  viscosity  of  23-66 
poises  at  25*  C.  The  ester  Is  purified  by  steam 
stripping. 
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PLAsnciziMG  liATniALS  (SoiTBNxms) — Continued 

PeuUerythrltol  eoter  of  partially  hy-  Having  an  acid  number  at  7-18.  a  drop-softening 
drogenated  gum  or  wood  reeln.  point  of  102*  C-110*  C.  and  a  color  of  K  or  paler. 

Pentaerythrltol  eeter  of  gtun  or  wood  Having  an  acid  ntimber  of  6-16,  a  drop -softening 
rosin.  point  of  109*  C-116*  C,  and  a  color  of  M  or  paler. 

Rice  bran  wax _  Complying  with  1 172.890. 

Stearic  acid _  Complying  with  f  172.880 

Sodium  and  potassium  stearates -  Complying  with  {  172.863 

Tkbpens  Resins 

Synthetic  resin .  Consisting  of  polymers  of  a-plnene.  ^-pmene,  and/ or 

dlpentene;  acid  value  less  than  6.  saponification 
number  less  than  6,  and  color  less  than  4  on  the 
Gardner  scale  as  measured  In  50  percent  mineral 
spirit  solution. 

Natural  resin . .  Consisting  of  polymers  of^a-plnenc.  softening  point 

minimum  156*  C,  determined  by  U  S  P  closed- 
d^illlary  method 

Antioxidants 

Butylated  hydroxyanlsole . —  - - - -  - - 

Butylated  hydroxytoluene.. . -  -  -  Not  to  exceed  antioxidant  content  of  o  i ' ;  when  used 

Propyl  gallate  alone  or  In  any  combination. 

Misceixaneous 

Sodium  sulfate -  - ^ - - - 

Sodium  sulfide _ _  Reaction-control  agent  in  synthetic  polymer 

production. 


(b)  In  addition  to  the  substances 
listed  In  paragraph  (a)  of  this  section, 
chewing  gum  base  may  also  Include  sub¬ 
stances  generally  recognized  as  safe  in 
food. 

(c)  TO  assure  safe  use  of  the  additive, 
In  addltlmi  to  the  other  Information  re¬ 
quired  by  the  act.  the  label  and  labeling 
of  the  food  additive  shall  bear  the  name 
of  the  additive,  "chewing  gum  base.”  As 
used  in  this  paragraph,  the  term  "chew¬ 
ing  gum  base"  means  the  manufactured 
or  partially  manufactured  nonnutrltlve 
martlcatory  substcmce  comprised  of  one 
or  more  of  the  Ingredients  named  and  so 
defined  In  paragraph  (a)  of  this  section. 

§  172.620  Carrageenan. 

The  food  additive  carrageenan  may  be 
safely  used  in  food  In  accordance  with 
the  following  prescribed  conditions: 

(a)  The  fq^  additive  Is  the  refined 
hydrocolloid  prepared  by  aqueous  ex¬ 
traction  from  the  following  members  of 
the  families  Olgartlnaceae  and  Solleiia- 
ceae  of  the  class  Rodophyceae  fred  sea¬ 
weed)  : 

Cbondrus  crlspus. 

CbondruB  ocellatus. 

Eucbeums  cottonli. 

Buebeuma  splnoeum. 

Olgartlna  aclcularls. 

Olgartlna  plstlllata. 

Olgartlna  radula. 

Olgartlna  stellata. 

«b)  The  food  additive  conforms  to  the 
following  conditions: 

(1)  It  is  a  sulfated  polysaccharide 
tlie  dominant  hexose  units  of  which  are 
galactose  and  anhydrogalactose. 

(2)  Range  of  sulfate  content:  20  per¬ 
cent  to  40  percent  on  a  dry -weight  b^ls. 

(c)  The  food  additive  is  used  or  In¬ 
tended  for  use  in  the  amount  necessary 
for  an  emulsifier,  stabilizer,  or  thickener 
In  foods,  except  for  those  standardized 
foods  that  do  not  provide  for  such  tise. 

(d)  To  assure  safe  use  of  the  additive, 
the  label  and  labeling  of  the  additive 


shall  bear  the  name  of  the  additive,  car¬ 
rageenan. 

§  172.623  C^irragornan  willi  p<>lvM>rbal<' 
80. 

Carrageenan  otherwise  meeting  the 
definition  and  specifications  of  §  172.620 

(a)  and  (b)  and  salts  of  carrageenan 
otherwise  meeting  the  definition  of 
9  172.626(a)  may  be  safely  produced 
with  the  use  of  polysorbate  80  meeting 
the  specifications  and  requlremente  of 
9  172.840  (a)  and  (b)  in  accordance 
with  the  following  prescribed  conditions: 

(a)  The  polysorbate  80  is  used  only  to 
facilitate  separation  of  sheeted  car¬ 
rageenan  and  salts  of  carrageenan  from 
drying  rolls. 

(b)  The  can-ageenan  and  salts  of  car¬ 
rageenan  contain  not  more  than  5  per¬ 
cent  by  weight  of  polysorbate  80,  and  the 
final  food  containing  the  additives  con¬ 
tains  polysorbate  80  In  an  amoimt  not 
to  exceed  500  parts  per  million. 

(c)  The  carrageensm  and  salts  of  car¬ 
rageenan  so  produced  are  used  only  In 
producing  foods  in  gel  form  and  only  for 
the  purposes  defined  in  9  172.620(c)  and 
9  172.626(b).  respectively. 

(d)  The  carrageenan  and  salts  of  car¬ 
rageenan  so  produced  are  not  used  In 
foods  for  which  standards  of  identity 
exist  unless  the  standards  provide  for 
the  use  of  carrageenan,  or  salts  or  car¬ 
rageenan,  combined  with  polysorbate  80. 

(e)  The  carrageenan  and  salts  of  car¬ 
rageenan  produced  in  accordance  with 
this  section,  and  foods  containing  the 
same,  in  addition  to  the  other  require¬ 
ments  of  the  act,  are  labeled  to  show  the 
presence  of  polysorbate  80,  and  the  label 
or  labeling  of  the  carrageenan  and  salts 
of  carrageenan  so  produced  bear  ade¬ 
quate  directions  for  use. 

§  172.626  .SallH  of  farrag<‘enan. 

The  food  additive  salts  of  carrageenan 
may  be  safely  used  in  food  in  accordance 
with  the  following  prescribed  conditions: 


(a)  The  food  additive  c<mslsts  (rf  car¬ 
rageenan,  meeting  the  provisions  of 
9  172.620,  modified  by  increasing  the 
concentration  of  one  of  the  naturally 
occurring  salts  (ammonium,  calcium, 
potassium,  or  sodium)  of  carrageenan 
to  the  level  that  it  is  the  dominant  salt 
in  the  additive. 

(b)  The  food  additive  is  used  or  in¬ 
tended  for  use  in  the  amount  necessary 
for  an  emulsifier,  stabilizer,  or  thickener 
in  foods,  except  for  those  standardized 
foods  that  do  not  provide  for  such  use. 

(c)  To  assure  safe  use  of  the  additive, 
the  label  and  labeling  of  the  additive 
shall  bear  the  name  of  the  salt  of  carra¬ 
geenan  that  dominates  the  mixture  by 
reason  of  the  modification,  e.g.,  “sodium 
carrageenan”,  “potassium  carrageenan”, 
etc. 

§  172.655  Furt'cllcraii. 

The  food  additive  furcelleran  may  be 
safely  used  in  food  in  accordance  with 
the  foUowing  prescribed  conditions: 

(a)  The  food  additive  is  the  refined 
hydrocolloid ,  prepared  by  aqueous  ex¬ 
traction  (rf  furcellaria  fastigiata  of  the 
class  Rodophyceae  (red  seaweed>. 

(b)  The  food  additive  conform.s  to  the 
following: 

(1)  It  is  a  sulfated  polysaccharide  the 
dominant  hexose  imits  of  which  are 
galactose  and  anhydrogalactose. 

(2)  Range  of  sulfate  content:  8  per¬ 
cent  to  19  percent,  on  a  dry-weight  basis. 

(c)  The  food  additive  is  used  or  in¬ 
tended  for  use  in  the  amount  necessary 
for  an  emulsifier,  stabilizer,  or  thickener 
in  foods,  except  for  those  standardized 
foods  that  do  not  provide  for  such  use. 

(d)  To  assure  safe  use  of  the  additive, 
the  label  and  labeling  of  the  additive 
shall  bear  the  name  of  the  additive,  fur¬ 
celleran. 

§  1 72.660  .SaltH  of  f urrcllcran. 

The  food  additive  salts  of  furcelleran 
may  be  safely  used  in  food  in  accordance 
with  the  following  prescribed  conditions: 

(a)  The  food  additive  consists  of  fur¬ 
celleran,  meeting  the  provisions  of 
§  172.655,  modified  by  increasing  the 
concentration  of  one  of  the  natiarally 
occurring  salts  (ammonimn,  calcitun, 
potassium,  or  sodium)  of  furcelleran  to 
the  level  that  it  is  the  dominant  salt  in 
the  additive. 

(b)  The  food  additive  is  used  or  in¬ 
tended  for  iise  in  the  amount  necessary 
for  an  emulsifier,  stabilizer,  or  thickener 
in  foods,  except  for  those  standardized 
foods  that  do  not  provide  for  such  use. 

(c)  To  assure  safe  use  of  the  additive, 
the  label  and  labeling  of  the  additive 
shall  bear  the  name  of  the  salt  of  fur¬ 
celleran  that  dominates  the  mixture  by 
reason  of  the  modification,  e.g.,  “sodium 
furcelleran”,  “potassium  furcelleran”, 
etc. 

§  1 72.695  Xanthan  gum. 

The  food  additive  xanthan  gum  may  be 
safely  used,  in  food  in  accordance  with 
the  following  prescribed  conditions: 

(a)  The  additive  is  a  polysaccharide 
gum  derived  from  Xanthomonas  cam- 
pestris  by  a  pure-culture  fennentatlon 
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process  and  purified  by  recovery  with 
isopropyl  alcohol.  It  contains  D-glucose, 
O-mannose,  and  D-glucuronic  acid  as  the 
dominant  hexose  units  and  is  manufac¬ 
tured  as  the  sodium,  potassium,  or 
calcium  salt. 

(b)  The  strain  of  Xanthomonas  cam- 
pestris  is  nonpathogenic  and  nontoxic  in 
man  or  other  animals. 

(c)  The  additive  is  produced  by  a 
process  that  renders  it  free  of  viable  cells 
of  Xanthomonas  campestris. 

(d)  The  additive  meets  the  following 
specifications: 

(1)  Residual  isopropyl  alcohol  not  to 
exceed  750  parts  per  million. 

(2)  An  aqueous  solution  containing  1 
percent  of  the  additive  and  1  percent  of 
(>otassium  chloride  stirred  for  2  hours 
has  a  minimum  viscosity  of  600  centi- 
poises  at  75“  F,  as  determined  by  Brook¬ 
field  Viscometer.  Model  LVF  (or  equiva¬ 
lent)  ,  using  a  No.  3  spindle  at  60  r.p.m., 
and  the  ratio  of  viscosities  at  75  “  F  and 
150  “  F  is  in  the  range  of  1.02  to  1.45. 

(3)  Positive  for  xanthan  gum  when 
subjected  to  the  following  procedure: 

Locust  Bean  Gum  Gel  Test 

Blend  on  a  weighing  paper  or  In  a  weigh¬ 
ing  pan  1.0  gram  of  powdered  locust  bean 
gum  with  1.0  gram  of  the  powdered  poly¬ 
saccharide  to  be  tested.  Add  the  blend  slowly 
(approximately  ^4  minute)  at  the  point  of 
maximum  agitation  to  a  stirred  solution  of 
200  milliliters  of  distUled  water  previously 
heated  to  80°  C  in  a  400-millUiter  beaker. 
Continue  mechanical  stirring  until  the  mix¬ 
ture  is  in  solution,  but  stir  for  a  minimum 
time  of  30  minutes.  Do  not  allow  the  water 
temperature  to  drop  below  60°  C. 

Set  the  beaker  and  its  contents  aside  to 
cool  in  the  absence  of  agitation.  Allow  a 
minimum  time  of  2  hours  for  cooling.  Ex¬ 
amine  the  cooled  beaker  contents  for  a  firm 
rubbery  gel  formation  after  the  temperature 
drops  below  40°  C. 

In  the  event  that  a  gel  is  obtained,  make 
up  a  1  percent  solution  of  the  polysaccharide 
to  be  tested  in  200  milliliters  of  distilled 
water  previously  heated  to  80°  C  (omit  the 
locust  bean  gum) .  Allow  the  solution  to  cool 
without  agitation  as  before.  Formation  of  a 
gel  on  cooling  indicates  that  the  sample  is  a 
gelling  polysaccharide  and  not  xanthan  gum. 

Record  the  sample  as  “positive"  for 
xanthan  gum  if  a  hrm.  rubbery  gel  forms  in 
the  presence  of  locust  bean  gum  but  not  in 
its  absence.  Record  the  sample  as  “negative" 
for  xanthan  gum  if  no  gel  forms  or  if  a  soft  or 
brittle  gel  forms  both  with  locust  bean  gum 
and  in  a  1  percent  solution  of  the  sample 
(containing  no  locust  bean  gum) . 

(4)  Positive  for  xanthan  gum  when 
subjected  to  the  following  procedure: 

Pyruvic  Acid  Test 

Pipet  10  milliliters  of  an  0.6  percent  .solu¬ 
tion  of  the  polysaccharide  in  distilled  water 
(60  milligrams  of  water-soluble  gum)  into 
a  50-mUllliter  flask  equipped  with  a  standard 
taper  glass  Joint.  Pipet  in  30  milliliters  of 
IN  hydrochloric  acid.  Weigh  the  flask.  Re¬ 
flux  the  mixture  for  3  hours.  Take  precau¬ 
tions  to  avoid  loss  of  vapor  during  the  re¬ 
fluxing.  COol  the  solution  to  room  tempera¬ 
ture.  Add  distilled  water  to  make  up  any 
weight  loss  from  the  flask  contents. 

Pipet  1  milliliter  of  a  2,4-dinitrophenyl- 
hydraxlne  reagent  (0.S  percent  in  2N  hydro¬ 
chloric  acid)  into  a  30 -milliliter  separatory 
funnel  followed  by  a  2-milliliter  aliquot  (4 
milligrams  of  water-soluble  gum)  of  the 
polysaccharide  hydrolyzate.  Mix  and  allow 


the  reaction  mixture  to  stand  at  room  tem¬ 
perature  for  5  minutes.  Extract  the  mixture 
with  5  milliliters  of  ethyl  acetate.  Discard  the 
aqueous  layer. 

Extract  the  hydrazone  from  the  ethyl  ace¬ 
tate  with  three  5  milliliter  portions  of  10 
percent  sodium  carbonate  solution.  Dilute 
the  combined  sodium  carbonate  extracts  to 
100  milliliters  with  additional  10  percent 
sodium  carbonate  in  a  10-millillter  volu¬ 
metric  fla.sk.  Measure  the  optical  density  of 
the  sodium  carbonate  solution  at  375 
millimicrons. 

Compare  the  results  with  a  curve  of  the 
optical  density  versus  concentration  of  am 
authentic  sample  of  pyruvic  acid  that  has 
been  run  through  the  procedure  starting  with 
the  preparation  of  the  hydrazone. 

Record  the  percent  by  weight  of  pyruvic 
acid  in  the  test  polysaccharide.  Note  “posi¬ 
tive”  for  xanthan  gum  if  the  sample  con¬ 
tains  more  than  1.5  percent  of  pyruvic  acid 
and  “negative”  for  xanthan  gum  if  the 
sample  contains  less  than  1.5  percent  of 
pyruvic  acid  by  weight. 

<e>  The  additive  is  used  or  intended 
for  use  in  accordance  with  good  manu¬ 
facturing  practice  as  a  stabilizer,  emulsi->- 
fier,  thickener,  suspending  agent,  bodying 
agent,  or  foam  enhancer  in  foods  for 
which  standards  of  identity  established 
under  section  401  of  the  act  do  not  pre¬ 
clude  such  use. 

(f)  To  assure  safe  use  of  the  additive: 

(1)  The  label  of  its  container  shall 
bear,  in  addition  to  other  information  re¬ 
quired  by  the  act,  the  name  of  the  ad¬ 
ditive  and  the  designation  “food  grade”. 

(2)  The  label  or  labeling  of  the  food 
additive  container  shall  bear  adequate 
directions  for  use. 

Subpart  H — Other  Specific  Usage  Additives 
§  1 72.7 10  .\dj^^vuIlt^  for  ii-o 

The  following  surfactants  and  related 
adjuvants  may  be  safely  added  to  pesti¬ 
cide  use  dilutions  by  a  grower  or  appli¬ 
cant  prior  to  application  to  the  growing 
crop : 

n- Alkyl  (C„-C„,)  amine  acetate,  where  the 
alkyl  groups  (Cg-C„)  are  derived  from  coco¬ 
nut  oil,  as  a  surfactant  in  emulsifier  blends 
at  levels  not  in  excess  of  5  percent  by  weight 
of  the  emulsifier  blends  that  are  added  to 
herbicides  for  application  to  corn  and 
sorghum. 

Dl-n-alkyl  (C„-C^)  dimethyl  ammonium 
chloride,  where  the  alkyl  groups  (C,-C,s)  are 
derived  from  coconut  oU,  as  surfactants  in 
emulsifier  blends  at  levels  not  in  excess  of  5 
percent  by  weight  of  emulsifier  blends  that 
are  added  to  herbicides  for  application  to 
corn  or  sorghum. 

Diethanolamlde  condensate  based  on  a 
mixture  of  saturated  and  unsaturated  soy¬ 
bean  oU  fatty  acids  (C„-C„)  as  a  surfactant 
in  emulsifier  blends  that  are  added  to  the 
herbicide  atraizlne  for  application  to  corn. 

Diethanolamlde  condensate  based  on 
stripped  coconut  fatty  acids  (C„-C,.)  as  a 
surfactant  in  emulsifier  blends  that  are  added 
to  the  herbicide  atrazine  for  application  to 
corn. 

o-{p-Dodecylphenyl)  -  omega  -  hydrox>T>oly 
(oxyethylene)  produced  by  the  condensation 
of  1  mole  of  dodecylphenol  (dodecyl  group  is 
a  proplyene  tetramer  isomer)  with  an  average 
of  4-14  or  30-70  moles  of  ethylene  oxide;  if  a 
blend  of  products  Issued,  the  average  num¬ 
ber  of  moles  of  ethylene  oxide  reacted  to  pro¬ 
duce  any  product  that  is  a  component  of  the 
blend  shall  be  in  the  range  of  4-14  or  30-70. 

Ethylene  dlchlorlde. 


Polyglyceryl  phthalate  ester  of  coconut  oil 
fatty  acida. 

a-  [p-  ( 1 ,1 ,3,3-Tetramethylbutyl )  phenyl  |  - 
omepa-hydroxypoly  (oxyethylene)  produced 
by  the  condensation  or  1  mole  of  p-(l, 1,3,3- 
tetramethylbutyl)  phenol  with  an  average  of 
4-14  or  30-70  moles  of  ethylene  oxide;  if  a 
blend  of  products  is  used,  the  average  num¬ 
ber  of  moles  of  ethylene  oxide  reacted  to  pro¬ 
duce  any  product  that  is  a  component  of  the 
blend  shall  be  in  the  range  of  4-14  or  30-70. 

o-  { p-  ( 1 , 1 ,3,3-Tetramethylbutyl )  phenyl )  - 
OTncgra-hydroxypoly(oxyethylene)  produced 
by  the  condensation  of  1  mole  of  p- (1.1. 3.3- 
tetramethylbutyl)  phenol  with  1  mole  cf 
ethylene  oxide. 

Sodium  acrylate  and  acrylamide  copoly¬ 
mer  with  a  minimum  average  molecular 
weight  of  10,000,000  in  which  30  percent  of 
the  polymer  is  comprised  of  acrylate  units 
and  70  percent  acrylamide  units,  for  use  as 
a  drift  control  agent  in  herbicide  formula¬ 
tions  applied  to  crops  at  a  level  not  to  exceed 
0.5  ounces  of  the  additive  per  acre. 

§  172.712  Dinicihyl  diulktl 
cliloridc. 

Dimethyl  dialkyl  ammonium  chloride 
may  be  safely  used  in  food  in  accordance 
with  the  following  prescribed  conditions: 

(a)  The  food  additive  is  produced  by 
ammonolysis  of  natural  tallow  fatty 
acids  to  form  amines  that  are  subse¬ 
quently  reacted  with  methyl  chloride  to 
form  the  quaternary  ammonium  com¬ 
pounds  consisting  primarily  of  dimethyl 
dioctadecyl  ammonium  chloride  and  di¬ 
methyl  dihexadecyl  ammonium  chloride. 
The  additive  may  contain  residues  of 
isopropyl  alcoh(4  not  in  excess  of  18  per¬ 
cent  by  weight  when  used  as  a  processing 
solvent. 

cb)  The  food  additive  contains  not 
more  than  a  total  of  2  percent  by  weight 
of  free  amine  and  amine  hydrochloride. 

(c)  The  food  additive  is  used  as  a  de¬ 
colorizing  agent  in  the  clarification  of 
refinery  sugar  liquors.  It  is  added  only 
at  the  defecation /clarification  stage  of 
sugar  liquor  refining  in  an  amount  not 
to  exceed  700  parts  per  million  by  weight 
of  sugar  solids. 

(d)  To  assure  safe  use  of  the  additive, 
the  label  and  labeling  of  the  additive 
shall  bear,  in  addition  to  other  infor¬ 
mation  required  by  the  act.  adequate 
directions  to  assure  use  in  compliance 
with  paragraph  (c>  of  this  section. 

§  I72.7i.>  (lali'iiiin  iignn«ulfunalc. 

Calcium  lignosulfonate  may  be  safely 
used  in  or  on  food,  subject  to  the  provi¬ 
sions  of  this  section. 

(a)  Calcium  lignosulfonate  consists  of 
sulfonated  lignin,  primarily  as  calcium 
and  sodium  salts. 

(b)  It  is  used  in  an  amount  not  to  ex¬ 
ceed  that  reasonably  required  to  accom¬ 
plish  the  intended  physical  or  technical 
effect  whm  added  as  a  dispersing  agent 
and  stabilizer  in  pesticides  for  preharvest 
or  postharvest  application  to  bananas. 

§  172.720  C'jilriuni  factobioiiato. 

The  food  additive  calcium  lactobionate 
may  be  safely  used  in  food  in  accordance 
with  the  following  prescribed  conditicms: 

(a)  The  food  additive  is  the  calcium 
salt  of  lactobicxiic  acid  (4-(^.  D-galac- 
tosido)  -D-gluconic  acid)  produced  by 
the  oxidation  of  lactose. 
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(b)  It  is  used  or  intended  for  use  as 
a  firming  agent  in  dry  pudding  mixes  at 
a  level  not  greater  than  that  required  to 
accomplish  the  intended  effect. 

§  172.723  Gibberellic  arid  and  il.4  po- 
lust>ium  .salt. 

The  food  additives  gibberellic  acid  and 
its  potgssium'salt  may  be  used  in  the 
malting  of  barley  in  accordance  with  the 
following  prescribed  conditions: 

(a>  The  additives  meet  the  following 
specifications: 

( 1 )  The  gibberellic  acid  is  produced  by 
deep-culture  fermentation  of  a  suitable 
nutrient  medium  by  a  stsain  of  Fusarium 
moniliforme  or  a  selection  of  this  culture. 

(2)  The  gibberellic  acid  produced  is  of 
80  percent  purity  or  better. 

(3)  The  empirical  formula  of  gibberel¬ 
lic  acid  is  represented  by  CiJIaOt. 

(4)  Potassium  gibberellate  is  the  po¬ 
tassium  salt  of  the  specified  gibberellic 
acid. 

(5)  Tlie  potassium  gibberellate  is  of  80 
percent  purity  or  bqtter. 

(6)  The  gibberellic  acid  or  potassium 
gibberellate  may  be  diluted  writh  sub¬ 
stances  generally  recognized  as  safe  in 
foods  or  with  salts  of  fatty  acids  con¬ 
forming  to  §  172.883. 

(b)  They  are  used  or  intended  for  use 
in  the  malting  of  barley  under  condi¬ 
tions  w’hereby  the  amount  of  either  or 
both  additives  present  in  the  malt*  is  not 
in  excess  of  2  parts  per  million  expressed 
as  gibberellic  acid,  and  the  treated  malt 
is  to  be  used  in  the  production  of  fer¬ 
mented  malt  beverages  or  distilled  spirits 
only,  whereby  the  finished  distilled 
spirits  contain  none  and  the  finished 
malt  beverage  contains  not  more  than 
0.5  part  per  million  of  gibberellic  acid. 

(c)  To  insure  the  safe  use  of  the  food 
additives  the  label  of  the  package  shall 
bear,  in  addition  to  the  other  informa¬ 
tion  required  by  the  act: 

(1)  The  name  of  the  additive,  “gib¬ 
berellic  acid”  or  "potassium  gibberellate”, 
whichever  is  appropriate. 

(2)  An  accurate  statement  of  the  con¬ 
centration  of  the  additive  contained  In 
the  package. 

(3)  Adequate  tise  directions  to  provide 
not  more  than  2  parts  per  million  of 
gibberellic  acid  in  the  finished  malt. 

(4)  Adequate  labeling  directions  to 
provide  that  the  final  malt  is  properly 
labeled  as  described  in  paragraph  (d)  of 
this  section. 

(d>  To  insure  the  safe  use  of  the  addi¬ 
tive  the  label  of  the  treated  malt  shall 
bear,  in  addition  to  the  other  informa¬ 
tion  required  by  the  act,  the  statements : 

(1)  “Contains  not  more  than  2  parts 

per  million _ ”,  the  blank  teing 

filled  in  with  the  words  “gibberelUc  acid” 
or  “potassium  gibberellate”,  whichever 
is  appropriate;  and 

(2>  “Brew'er’s  malt — To  be  used  in 
the  production  of  fermented  malt  bev¬ 
erages  only”  or  “Distiller’s  malt — To  be 
used  in  the  production  of  distilled  spirits 
cmly”,  whichever  is  appropriate. 

§  172.730  PuUiMium  bromale. 

V 

Tlie  food  additive  potassium  bromate 
may  be  safely  used  in  the  malting  of  bar¬ 


ley  under  the  fc^owlng  prescribed  con¬ 
ditions: 

(a)  (1)  It  is  used  or  intended  for  use 
in  the  malting  of  barley  under  conditions 
whereby  the  amount  of  the  additive 
present  in  the  malt  from  the  treatment 
does  not  exceed  75  parts  per  million  of 
bromate  (calculated  as  Br).  and  the 
treated  malt  is  used  only  in  the  produc¬ 
tion  of  fermented  malt  beverages  or  dis¬ 
tilled  spirits. 

(2)  The  total  residue  of  inorganic  bro¬ 
mides  in  fermented  malt  beverages,  re¬ 
sulting  from  the  use  of  the  treated  malt 
plus  additional  residues  of  inorganic 
bromides  that  may  be  present  from  uses 
in  accordance  with  other  regulations  in 
this  chapter  promulgated  under  sections 
408  and/or  409  of  the  act.  does  not  ex¬ 
ceed  25  parts  per  million  of  bromide 
(calculate  as  Br) .  No  tolerance  is  estab¬ 
lished  for  bromide  in  distilled  spirits  be¬ 
cause  there  is  evidence  that  inorganic 
bromides  do  not  pass  over  in  the  distil¬ 
lation  process. 

(b)  To  assure  safe  use  of  the  additive, 
the  label  or  labeling  of  the  food  additive 
shall  bear,  in  addition  to  the  other  in¬ 
formation  required  by  the  act,  the  fol¬ 
lowing  : 

( 1 )  'The  name  of  the  additiRe. 

(2)  Adequate  directions  for  use. 

(c)  To  assure  safe  use  of  the  additive, 
the  label  or  labeling  of  the  treated  malt 
shall  bear,  in  addition  to  other  infor¬ 
mation  required  by  the  act,  the  state¬ 
ment,  “Brewer’s  Malt — To  be  used  in  the 
production  of  fermented  malt  beverages 
only”,  or  “Distiller’s  Malt — To  be  used  in 
the  production  of  distilled  spirits  only”, 
whichever  is  the  case. 

§  172.7.13  Glycerol  cslcr  of  Mood  ro>in. 

Glycerol  ester  of  wood  rosin  may  be 
safely  used  in  food  in  accordance  with 
the  following  prescribed  conditions: 

•(a)  It  has  an  acid  niunber  of  3  to  9, 
a  drop-softening  point  of  88*  C-96*  C; 
and  a  color  of  N  or  paler  as  determined 
in  accordance  writh  Official  Naval  Stores 
Standards  of  the  United  States.  It  is 
purified  by  countercurrent  steam  distil¬ 
lation. 

(b)  It  is  used  to  adjust  the  density  of 
citrus  oils  used  in  the  preparation  of 
beverages  whereby  the  amount  of  the 
additive  does  not  exceed  100  parts  per 
million  of  the  finished  beverage. 

§  172.733  .^learyl  nionoglyreridyl  rit- 
rulc. 

The  food  additive  stearyl  monoglyc- 
eridyl  citrate  may  be  safely  used  in 
food  in  accordance  with  the  following 
provisions : 

(a)  The  additive  is  prepared  by 
controlled  chemical  reaction  of  the 
following: 

Reactant  Limitations 

Citric  acid _ 

Monoglycerldes  Prepared  by  the  glycerol- 

of  fatty  acids.  ysls  of  edible  fats  and 
oils  or  derived  from 
fatty  acids  conforming 
with  f  172.860. 

Stearyl  alcohol..  Derived  from  fatty  acids 
conforming  with  S  172  - 
860.  or  derived  syn- 
tbeticallv  in  conform¬ 
ity  with  5  172.804. 


(b)  The  additive  stearyl  monoglyc- 
eridyl  citrate,  produced  as  described 
under  paragraph  (a)  of  this  section, 
meets  the  following  specifications : 


Acid  number _  40  to  52. 

Total  citric  acid _  15  to  18  percent. 

Saponification  number _  215-255. 


(c)  The  additive  is  used  or  intended 
for  use  as  an  emulsion  stabilizer  in  or 
with  shortenings  containing  emulsifiers. 

§  172.763  Suceii^learin  (»learoyl  pr«»- 
pylcne  glycol  hydrogen  »uccinatc). 

The  food  additive  succistearin 
(stearoyl  propylene  glycol  hydrogen  suc¬ 
cinate)  may  be  safely  used  in  food  in  ac¬ 
cordance  with  the  following  prescribed 
conditions: 

(a)  The  additive  is  the  reaction  prod¬ 
uct  of  succinic  anhydride,  fully  hydro¬ 
genated  vegetable  oil  (predominantly 
Cl.  or  Cis  fatty  acid  chain  length) ,  and 
propylene  glycol. 

(b)  The  additive  meets  the  following 
specifications: 

Acid  number  50-150. 

Hydroxyl  number  15-50. 

Succinated  ester  content  45-75  percent. 

(c)  The  additive  is  used  or  intended 
for  use  as  an  emulsifier  in  or  with  short¬ 
enings  and  edible  oils  intended  for  use 
in  cakes,  cake  mixes,  fillings,  icings,  pas¬ 
tries,  and  toppings,  in  accordance  with 
good  manufacturing  practice. 

§  172.770  Ethylene  oxide  polymer. 

The  polymer  of  ethylene  oxide  may 
be  safely  used  as  a  foam  stabilizer  in  fer¬ 
mented  malt  beverages  in  accordance 
w*ith  the  following  conditions. 

<a)  It  is  the  polymer  of  ethylene 
oxide  having  a  minimum  viscosity  of 
1.500  centipoises  in  a  1  percent  aqueous 
solution  at  25*  C. 

(b)  It  is  used  at  a  level  not  to  exceed 
300  parts  per  million  by  weight  of  the 
fermented  malt  beverage. 

(c)  The  label  of  the  additive  bears 
directiMis  for  use  to  insure  compliance 
with  paragraph  (b)  of  this  section. 

§  172.773  Mcthacry  lie  ■cid-divinyllMMi- 
zeiic  t'upolynirr. 

Methacrylic  acid-divinylbenzene  co¬ 
polymer  may  be  safely  used  in  food  in 
accordance  with  the  following  prescribed 
conditions : 

(a)  The  additive  is  produced  by  the 
polymerization  of  methacrylic  acid  and 
divinylbenzene.  TTie  divlnylbenzene  func¬ 
tions  as  a  cross-linking  agent  and  con¬ 
stitutes  a  minimum  of  4  percent  of  the 
polymer. 

(b)  Aqueous  extractives  from  the  ad¬ 
ditive  do  not  exceed  2  percent  (dry  basis) 
after  24  hours  at  25*  C. 

(c)  The  additive  is  used  as  a  carrier 
of  vitamin  B.i  in  foods  for  special  dietary 
use. 

Subpart  I — Multipurpose  Additives 
§  1 72.802  .Acriono  peroxides. 

The  food  additive  acetone  peroxides 
may  be  safely  used  in  flour,  and  in  bread 
and  rolls  where  standards  of  identity  do 
not  preclude  its  use,  in  accordance  with 
the  following  prescribed  conditions: 
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(a)  The  additive  is  a  mixture  of  mono¬ 
meric  and  linear  dimeric  acetone  perox¬ 
ide,  with  minor  proportions  of  higher 
polymers,  manufactured  by  reaction  of 
hydrogen  peroxide  and  acetone. 

(b)  The  additive  may  be  mixed  with 
an  edible  carrier  to  give  a  concentration 
of:  (1)  3  grams  to  10  grams  of  hydrogen 
peroxide  equivalent  per  100  grams  of 
the  additive,  plus  carrier,  for  use  in  flour 
maturing  and  bleaching;  or  (2)  approx¬ 
imately  0.75  gram  of  hydrogen  peroxide 
equivalent  per  100  grams  of  the  additive, 
plus  carrier,  for  use  in  dough  condi¬ 
tioning. 

(c)  It  is  used  or  intended  for  use:  (1) 
In  maturing  and  bleaching  of  flour  in  a 
quantity  not  more  than  sufficient  for 
.such  effect;  and  (2)  as  a  dough-condi¬ 
tioning  agent  in  bread  and  roll  produc¬ 
tion  at  not  to  exceed  the  quantity  of 
hydrogen  peroxide  equivalent  necessary 
for  the  artificial  maturing  effect. 

(d)  To  insure  safe  use  of  the  additive, 
the  label  of  the  food  additive  container 
and  any  intermediate  premix  thereof 
shall  bear,  in  addition  to  the  other  In¬ 
formation  required  by  the  act: 

(1)  The  name  of  the  additiye,  “ace¬ 
tone  peroxides”. 

(2)  The  concentration  of  the  additive 
expressed  in  hydrogen  peroxide  equiva¬ 
lents  per  100  grams. 

(3)  Adequate  use  directions  to  provide 
a  final  product  that  complies  with  the 
limitations  prescribed  in  paragraph  <c) 
of  this  section. 

§  172.804  .4hparlanM'. 

The  food  additive  aspartame  may  be 
safely  used  in  food  In  accordance  with 
good  manufacturing  practice  as  a 
sweetening  agent  or  for  an  authorized 
technological  purpose  in  foods  for  which 
standards  of  Identity  established  under 
section  401  of  the  act  do  not  preclude 
such  use  under  the  following  conditions: 

(a)  Aspartame  is  the  chemical 

'  1  -methyl  IV-L-o-aspartyl-L-phenylala- 
.  nine  (CiJIisNsOi,) . 

<b)  The  additive  meets  the  following 
specifications: 

(1)  Not  less  than  98.0  percent  and  not 
more  than  the  equivalent  of  102.0  percent 
CiJIisNiOs  (aspartame) ,  calculated  on  the 
dried  basis  (4  hours  at  105*  C) ,  as  i  eter- 
mined  by  the  following  analytical 
method. 

Apparatits 

Titration  t'cssel.  Glass  beaker  or  flask,  160 
milliliters. 

Buret.  50  milliliters  with  0.1-mUllliter 
gradations,  equipped  with  tetrafluoroetbyl- 
ene  polymer  stopcock. 

Aluminum  foil. 

Optional  equipment.  Magnetic  stirrer  and 
tetrafluoroethylene  polymer -coated  magnetic 
bar. 

Reagents 

'  Lithium  metal. 

Methyl  alcohol.  Absolute,  A.C.8  reagent 
grade. 

Benzene.  Anhydrous,  A.CA.  reagent  grade. 

Thymol  blue  (thymolsulfonephthalein) . 
A.CB.  reagent  grade. 

Ethyl  alcohol.  96  percent. 

Bemoic  acid.  A.CJS.  reagent  grade,  of  i^cl- 
fied  purity  (Wed  at  80»  C. 


N/f -Dimethyl  formamide.  A.C.S.  reagent 
grade. 

Lithium  methoxide  solution.  0.1  normal; 
dissolve  600  milligrams  of  lithium  metal  in 
150  milliliters  of  absolute  methyl  alcohol 
and  860  milliliters  of  benzene.  Filter  the  solu¬ 
tion  if  cloudy. 

Thymol  blue  solution.  Dissolve  100  milli¬ 
grams  of  thymol  blue  in  100  mUllllters  of  95 
percent  ethyl  alcohol.  Filter  if  necessary. 

Procedure 

General  instructions.  Perform  in  triplicate 
both  the  standardization  of  the  lithium 
methoxide  solution  and  the  titration  of  the 
sample.  Perform  one  titration  of  the  solvent 
blank,  l.e.,  JV,Af-dlmethylformamide.  Cover 
the  titration  vessel  with  aluminum  foil  while 
dissolving  the  samples  and  throughout  the 
titration  to  decrease  carbon  dioxide  absorp¬ 
tion. 

Titration  of  solvent  blank.  Add  36  milli¬ 
liters  of  Njv-dlmethylformamide  to  the 
titration  vessel.  Add  5  drops  of  the  thymol 
blue  solution  and  titrate  the  mixture  with 
lithium  methoxide  solution  to  an  end  point 
indicated  by  a  color  change  from  yellow  to 
blue. 

Determination  of  normality  of  the  lithium 
methoxide  solution.  Place  a  weighed  sample 
of  benzoic  acid  (approximately  80  milli¬ 
grams)  In  the  titration  vessel,  add  35  milli¬ 
liters  of  Al,61-dlmethylformamide  and  dissolve 
the  sample.  Add  6  drops  of  thymol  blue  solu¬ 
tion  to  the  ffissolved  sample  and  titrate  with 
the  lithium  methoxide  solution  to  an  end 
point  indicated  by  a  color  change  from  yellow 
to  blue. 

Titration  of  the  aspartame  sample.  Place  a 
weighed  sample  of  aspartame  (approximately 
160  milligrams  dried  at  106°  C  for  4  hours 
and  stored  in  a  desiccator)  in  the  titration 
vessel,  add  36  milliliters  of  JV/l-dlmethyl- 
formamide  and  dissolve  the  sample.  Add  6 
drc^s  of  thymol  blue  solution  to  the  dis¬ 
solved  sample  and  titrate  with  the  lithium 
methoxide  solution  to  an  end  point  indicated 
by  a  color  change  from  yellow  to  blue 

CsiCVlATtOKS 

jsj- - A - 

(122.12)  (S--  B) 

I'lT.  rot  :is|)intunie  in  sanipie** 

(204.S)  (A-B) 

Wiiwc: 

N=Accuialc  nonnalily  of  ihe  lilliium  iiiPlIioxKle 
solution. 

S=MiUiliters  of  lithium  moUioxide  solution  r<M|uired  to 
titrate  the  benzoic  acid. 

A-^MiUiliters  of  lithium  methoxidi'  solution  requirid 
to  titrate  the  aspartame  sample. 

B=Milliliter8  of  lithium  methoxide  soliilioii  reiphn.'d 
to  titrate  the  solvent  bhuik. 

J  scMilligrams  of  benzoic  acid  8(and:u'd. 

K-.MiUigrains  of  aspartame  safi'iplc. 

(2)  Specific  rotation  fol  ,  shall  be 

between  -|-12.5*  and  4-17.5”,  calculated 
on  the  dried  basis  (4  hours  at  105*  C) 
in  accordance  with  the  test  for  optical 
rotation  described  in  the  “Food  Chemi¬ 
cals  Ctodex,”  2nd  Ed.  (1972),“  page  939. 
Weigh  accurately  about  4  grams  of 
sample  and  dissolve  it  in  sufficient  15iV 
formic  acid  to  make  exactly  100  milli¬ 
liters  of  solution,  and  complete  the  de¬ 
termination  of  the  rotation  in  a  100- 
millimeter  tube  within  30  minutes  after 
preparing  the  solution. 

(3)  5-Benzyl-3,6-dioxo-2-piperazine- 
acetlc  acid  (diketopiperazine)  not  to  ex- 


“  Copies  may  be  obtained  from :  The  Ka- 
tional  Academy  of  Sciences,  2101  Constitu¬ 
tion  Ave.  NW.,  Washington,  D.C.  20037. 


ceed  2.0  percent  as  determined  by  the 
following  analytical  method: 

Apparatus 

Gas  chromatograph.  With  hydrogen  flame 
Ionization  detector  and  designed  for  handling 
glass  columns  with  on-coIumn  Injection 
(Mlcro-Tek  220  or  equivalent).  Chromato¬ 
graph  conditions  should  be  optimized  to  ob¬ 
tain  maximum  resolution  for  the  specific 
Instrument  used.  To  preclude  buUdup  of 
silicon  oxide,  (clean  the  detector  with  acetone 
frequently.  Approximate  operating  condi¬ 
tions  are: 

Column  temperature:  200*  C. 

Detector  temperature:  276“  C. 

Inlet  temperature:  200“  O. 

Carrier  gas  (helium)  flow  rate:  76  milli¬ 
liters  per  minute. 

Hydrogen  and  air  flow  to  burner:  Optimize 
to  give  maximum  sensitivity. 

Sample  size:  3  mlcrollters. 

Elution  time :  7-9  minutes. 

Recorder:  1  millivolt  fuU  scale  (for  the 
Mlcro-Tek  220,  the  attenuation  Is  16x10). 

Chromatograph  column:  6  feet  x  4  milli¬ 
meters  ID.  glass  column  packed  with  OV-1 
on  80-100  mesh  Supelct^Kirt  (Supelco,  Inc., 
or  equivalent) .  Condition  the  column  over¬ 
night  at  260“  C  before  readjustment  and 
equilibration  to  the  operation  conditions. 

Oven.  Capable  of  maintaining  80  ±  1  •  C  for 
30  minutes. 

Glass  manifold.  Suitable  for  evaporating 
samples  to  dryness  over  steam  bath;  the  ap- 
parattis  may  have  an  optional  gas  flow  over 
the  sample  to  enhance  the  rate  of  solvent 
evaporation. 

Vials.  2-dram  size  with  tetrafluoroethvleiie 
polymer-lined  cap. 

Reagents 

N .N-Dimethylformamide.  A  C.S.  reagent 
grade. 

N,0-Bis(trimethylsilyt)  acetamide 

Silylation  reagent.  Dilute  by  volume  three 
parts  N,0-bls  (trlmethylsilyl)  acetamide  with 
two  parts  AfJV-dimethylformamide.  Prepare 
fresh  before  use. 

Methyl  alcohol.  Anyhdrous,  A  C  S.  reagent 
grade. 

5-Benzyl-3,6-dioxo-2-ptperazine{icetic  acid 
Specifications:  Purity,  not  less  than  99  per¬ 
cent;  minimum  melting  point,  243*  C; 
specific  rotation  of  a  1  percent  solution  (In 
acetic  acid),  between  —9“  and  —11*;  total 
Impurities  determined  by  thin  layer  chroma¬ 
tography,  less  than  0.6  percent;  Impurities 
determined  by  gas  chromatography,  less  than 
1  percent  for  any  single  Impurity.  A  sample  of 
the  reagent  and  test  procedures  for  verifica¬ 
tion  of  specifications  may  be  obtained  from 
Food  Chemicals  Codex,  National  Academy  oi 
Sciences,  2101  Constitution  Ave..  NW..  Wash¬ 
ington,  DC  20037. 

Procedure 

Preparation  of  the  standard.  Place  a 
weighed  sample  of  6-benzyl-3,6-dioxo-2-pi- 
peraziueacetlc  acid  (25  milligrams)  into  a 
50-mllilliter  volumetric  flask.  Add  methyl  al¬ 
cohol  to  dissolve  the  solid  standard  and  di¬ 
lute  to  volume.  Dilute  a  10-mllIlllter  portion 
of  the  above  solution  to  50  milliliters  with 
methyl  alcohol  In  another  60-mllllllter  vol¬ 
umetric  flask.  The  concentration  of  this 
standard  solution  Is  0.1  milligram  per  milli¬ 
liter.  Plpet  2  milliliters  of  the  standard  solu¬ 
tion  Into  a  2-dram  vial  and  evaporate  the 
solvent  to  dryness.  Add  1  milliliter  of  the 
silylation  reagent  to  the  dried  sample,  cap 
the  vial  tightly,  shake  and  place  in  an  80* 
O  oven  for  30  minutes.  Remove  from  oven, 
shake  vial  15  seconds  and  cool  to  room  tem¬ 
perature.  Inject  3  mlcrollters  of  this  solu¬ 
tion  Into  the  gas  chromatograph  and  meas- 
tire  the  peak  height.  The  standard  should  be 
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Injected  either  immediately  before  or  after 
each  sample  for  proper  quantlflcatloBL 

Preparation  of  the  aspartame  sample.  Place 
a  weighed  sample  ot  aspartame  (approxi¬ 
mately  10  milligrams)  Into  a  2-dram  rial. 
Add  1  mlimiter  of  sllylatton  reagent  to  the 


vial,  cap  tightly,  shake  and  place  In  an  80* 
C  oven  for  80  minutes.  Remove  frofn  oven, 
shake  vial  15  seconds  and  cool  to  room  tem¬ 
perature.  Inject  3  mlcroUters  of  this  solution 
Into  the  gas  chromatograph  and  measure  the 
subject  compound  peak  height. 


Cauclation 


MiUigrain<i  of  5-boniy'.-3.6-.lrjx>2-pii»eraiineecetle  acid 


in  a^iortame- 


height  of  afiiartamej^unple 
l>eak  height  of  !>tau<lard  sample 


-  X0.2 


I’eifent  5-l»iuyl-3,6.4iv>xo-2-pi|iera2iiieacetio  acid  in 


ast<artamp  = 


milligrams  of  subject  compound  in  asparlame 
milligrams  of  as|<artaine  sam|<le 


XltiO. 


(c)  The  additive  may  be  used  as  a 
sweetener  in  the  following  foods: 

(1)  Dry,  free-flowing  sugar  substi¬ 
tutes  for  table  use  (not  to  include  use  in 
cooking)  in  package  units  not  to  ex¬ 
ceed  the  sweetening  equivalent  of  2  tea¬ 
spoonfuls  of  sugar. 

(2)  Sugar  substitute  tablets  for 
sweetening  hot  beverages,  including  cof¬ 
fee  and  tea.  L-leucine  may  be  used  as  a 
lubricant  in  the  manufacture  of  such 
tablets  at  a  level  not  to  exceed  3.5  per¬ 
cent  of  the  weight  of  the  tablet. 

(3)  Cold  breakfasts  cereals. 

(4)  Chewing  gum. 

(5)  Dry  bases  for; 

(i)  Beverages. 

<  ii)  Instant  coffee  and  tea. 

(ill)  Gelatins,  puddings,  and  fillings. 

(iv)  Dairy  product  analog  toppings. 

(d)  The  additive  may  be  us^  as  a 
flavor  enhancer  in  chewing  gum. 

(e)  To  assure  safe  use  of  the  additive, 
in  addition  to  the  other  information  re¬ 
quired  by  the  act : 

( 1 )  The  principal  display  panel  of  any 
intermediate  mix  of  the  additive  for 
manufacturing  purposes  shall  bear  a 
statement  of  the  concentration  of  the 
additive  contained  therein; 

(2)  The  label  of  any  food  containing 

the  additive  shall  bear,  either  on  the 
principal  display  panel  or  cm  the  infor¬ 
mation  panel,  the  following  statement: 
PHENYLKETONURICS:  CONTAINS 

PHENYLALANINE 

The  statement  shall  appear  in  the  label¬ 
ing  prominently  and  conspicuously  as 
compared  to  other  words,  statements,  de¬ 
signs  or  devices  and  in  Ix^d  type  and 
on  clear  contrasting  backgroimd  in  order 
to  render  it  likely  to  be  read  and  under¬ 
stood  by  the  ordinary  individual  imder 
customary  conditions  of  purchase  and 
use. 

(3)  When  tlie  additive  is  used  in  a 
sugar  substitute  for  table  use.  its  label 
shall  bear  instructions  not  to  use  in  cook¬ 
ing  or  baking. 

(f)  If  the  food  containing  the  additive 
purports  to  be  or  is  represented  for 
special  dietary  uses,  it  shall  be  labeled 
in  compliance  with  Part  105  of  this 
chapter. 

Not*:  Seetton  172.804  (formerly  f  121.1258) 
was  stayed  in  Its  entirety  at  40  FR  56807, 
Dec.  5,  1875. 

§  1 72.806  Aaodicarbonaniide. 

The  food  additive  azodlcarbonamide 
may  be  safely  used  in  food  in  accordance 
with  the  following  prescribed  conditions: 

(a>  It  is  used  or  intmded  for  use: 


(1)  As  an  aging  and  bleaching  ingredi¬ 
ent  in  cereal  flour  in  an  amount  not  to 
exceed  2.05  grams  per  100  pounds  of  flour 
(0.0045  percent;  45  parts  per  million). 

(2)  As  a  dough  conditioner  in  bread 
baking  in  a  total  amount  not  to  exceed 
0.0045  percent  (45  parts  per  million)  by 
weight  of  the  flour  used.  Including  any 
quantity  of  azodlcarbonamide  added  to 
flour  in  accordance  with  paragraph 

(a)(1)  of  this  section. 

(b)  To  assure  safe  use  of  the  additive: 

(1)  The  label  and  labeling  of  the  ad¬ 
ditive  and  any  intermediate  premix  pre¬ 
pared  therefrom  shall  bear,  in  addition 
to  the  other  information  required  by  the 
act.  the  following: 

(1)  The  name  of  the  additive. 

(ii)  A  statement  of  the  concentration 
or  the  strength  of  the  additive  In  any 
Intermediate  premixes. 

(2)  The  label  or  labeling  of  the  food 
additive  shall  also  bear  adequate  direc¬ 
tions  for  use.. 

§  172.808  Copolymer  condonsales  of 
etliylrnc  oxide  and  propylene  oxide. 

Ccgx>lymer  condensates  of  ethylene 
oxide  and  propylene  oxide  may  be  safely 
used  in  food  under  the  following  pre¬ 
scribed  conditions; 

(a)  The  additive  consists  of  one  of  the 
following: 

(1)  a-Hydro  -  omega  -  hydroxy  -  poly 
(oxyethylene)poly(oxypr(vylene)  -  (55- 
61  m(de6)  poly (oxy ethylene)  block  co¬ 
polymer,  having  a  molecular  weight 
range  of  9,760-13,200  and  a  cloud  point 
above  100*  C  in  1  percent  aqueous  s(du- 
tlon. 

(2)  o-Hydro  -  omega  -  hydroxy  -  poly 

( oxyethylene)  poly (oxy propylene)  -  (53- 
59  moles)  poly  (oxyethylene)  (14  -  16 

moles)  block  copolymer,  having  a  molec¬ 
ular  weight  range  of  3,500-4,125  and 
a  cloud  perint  of  9*  C-12*  C  in  10  per¬ 
cent  aqueous  solution. 

(3)  o-Hydro-oTOepa-hydroxy-poly(ox- 
yethylene)  /  poly  (oxy  propylene)  (mini¬ 
mum  15  moles) /poly ( oxy ^hylene)  block 
copoljrmer,  having  a  minimum  average 
mc^cular  weight  of  1900  and  a  minlmiim 
cloud  point  ot  9*  C-12*  C  in  10  percent 
aqueous  solution. 

(4)  a-Hdyro-omeflra-hydroxy-poly(ox- 
yethylene)  poly  (oxjTMPpylene) -(51-57 
medm)  poly(oxyethylaie)  block  copoly¬ 
mer,  having  an  average  molecular  weight 
of  14,000  and  a  cloud  point  above  100*  C 
in  1  percent  aqueous  soluthKi. 

(b)  The  additive  is  used  or  intended 
for  use  as  follows: 

(1)  The  additive  identified  in  para¬ 
graph  (a)(1)  of  this  section  is  used  in 
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accordance  with  good  manufacturing 
practice  as  a  scdubilizlng  and  stabilizing 
agent  in  flavor  cmicentrates  (contain¬ 
ing  authorized  flav<Mlng  oils)  for  use  in 
foods  for  which  standards  of  identity 
estiddished  under  section  401  of  the  act 
do  not  preclude  such  use,  provided  that 
the  weight  of  the  additive  does  not  ex¬ 
ceed  the  weight  o(  the  flavoring  oils  in 
the  flavor  concentrate. 

(2)  The  additive  identified  in  para¬ 
graph  (a)  (2)  of  this  section  is  used  as  a 
processing  aid  and  wetting  agent  in  com¬ 
bination  with  dioctyl  sodium  sulfpsucci- 
nate  for  fumaric  acid  as  prescribed  in 
§  172.810. 

(3)  The  additive  identified  in  para¬ 
graph  (a)  (3)  of  this  section  is  used  as  a 
surfactant  and  defoaming  agent,  at  levels 
not  to  exceed  0.05  percent  by  weight,  in 
scald  baths  for  poultry  defeathering,  fol¬ 
lowed  by  potable  water  rinse.  The  tem¬ 
peratures  of  the  scald  baths  shall  be  not 
less  than  125*  F. 

(4)  The  additive  identified  in  para¬ 
graph  (a)  (4)  of  this  section  is  used  as  a 
dough  conditioner  in  yeast-leavened 
bakery  products  for  which  standards  of 
identity  established  under  section  401  of 
the  act  do  not  preclude  such  use.  pro¬ 
vided  that  the  amount  of  the  additive 
dose  not  exceed  0.5  percent  by  weight  of 
the  flour  used. 

§  172.810  Diortyl  MMliuni  itulfosurci- 
natc. 

The  food  additive  dioctyl  sodium  sul- 
fosuccinate  which  meets  the  specifica¬ 
tions  of  the  Food  (Chemicals  Codex  may 
be  safely  used  in  food  in  accordance 
with  the  following  prescribed  conditions: 

(a)  As  a  wetting  agent  in  the  follow¬ 
ing  fumaric  acid-acidulated  foods:  Dry 
gelatin  dessert,  dry  beverage  base,  and 
fruit  juice  drinks,  when  standards  of 
identity  do  not  preclude  such  use.  The 
labeling  of  the  dry  gelatin  dessert  and 
dry  beverage  base  shall  bear  adequate 
directions  for  use.  and  the  additive  shall 
be  used  in  such  an  amount  that  the  fin¬ 
ished  gelatin  dessert  will  contain  not  in 
excess  of  15  parts  per  million  of  the  addi¬ 
tive  and  the  finished  beverage  or  fruit 
Juice  drink  will  contain  not  In  excess  of 
10  parts  per  million  of  the  additive. 

(b)  As  a  processing  aid  in  sugar  fac¬ 
tories  in  the  production  of  unrefined 
cane  sugar,  in  an  amount  not  in  excess 
of  0.5  part  per  million  of  the  additive  per 
percentage  point  of  sucrose  in  the  juice, 
syrup,  or  massecuite  being  processed, 
and  so  used  that  the  final  molasses  will 
contain  no  more  than  25  parts  per  mil¬ 
lion  of  the  additive. 

(c)  As  a  sedubilizing  agent  on  gums 
and  hydrophilic  colloids  to  be  used  in 
food  as  stabilizing  and  thickening  agents, 
when  standards  of  identity  do  not  pre¬ 
clude  such  use.  The  additive  is  used  in 
an  amount  not  to  exceed  0.5  percent  by 
weight  of  the  gums  or  hydrophilic 
colloids. 

(d)  As  an  emulsifying  agent  for  cocoa 
fat  in  noncarbonated  beverages  contain¬ 
ing  cocoa,  whereby  the  amount  of  the 
additive  does  not  exceed  25  parts  per 
million  of  the  finished  beverage. 

(e)  As  a  dispersing  agent  in  "cocoa 
with  dioctyl  sodium  sulfosuccinate  for 
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manufacturing”  that  conforms  to  the 
provisions  of  i  163.117  of  this  chapter 
and  the  use  limitations  prescribed  in 
S  172.520,  in  an  amount  not  to  exceed 
0.4  percent  by  weight  thereof. 

(f)  As  a  processing  aid  and  wetting 
agent  in  combination  with  a-hydro- 
oinepo-hydroxy  -  poly(oxyethylene)poly- 
(oxypropylene)  (53-69  moles)  poly(oxy- 
ethylene)  (14-16  moles)  block  copolymer, 
having  a  molecular  weight  range  of 
3,500-4,125  and  a  cloud  point  of  9*  C-12° 
C  in  10  percent  aqueous  solution,  for 
fumaric  acid  used  in  fumaric  acid-acid¬ 
ulated  dry  beverage  base  and  in  fumaric 
acid-acidulated  fruit  juice  drinks,  when 
standards  of  identity  do  not  preclude 
such  use.  TTie  labeling  of  the  dry  bever¬ 
age  base  shall  bear  adequate  directions 
for  use,  and  the  additives  shall  be  used 
in  such  an  amount  that  the  finished 
beverage  or  fruit  juice  drink  will  contain 
not  in  excess  of  a  total  of  10  parts  per 
million  of  the  dloctyl  sodium  sulfosuc- 
cinate-block  copolsmier  combination. 

§  172.812  Glycine. 

The  food  additive  glycine  may  be 
safely  used  for  technological  purposes 
in  food  in  accordance  with  the  following 
prescribed  conditions: 

(a)  The  additive  complies  with  the 
specifications  prescribed  in  "Food  Chem¬ 
icals  Codex”  National  Academy  of  Sci¬ 
ences/National  Research  Council  (NAS/ 
NRC)  2d  edition  (1972).“ 

(b)  The  additive  is  used  or  intended 
for  use  as  follows: 

Uses  Limitations 

As  a  masking  agent  Not  to  exceed  0.2  per- 
SoT  the  bitter  cent  In  the  finished 

aftertaste  of  sac-  beverage 

charln  used  In 
manufactured 
beverages  and 
beverage  bases. 

As  a  stabilizer  In  Not  to  exceed  0.02 
mono-  and  dl-  percent  of  the 

glycerides  pre-  mono-  and  dlglyc- 

paredbytheglyc-  elides 
erolysls  of  edible 
fats  or  oils. 

(c)  To  assure  safe  use  of  the  additive, 
in  addition  to  the  other  information 
required  by  the  act: 

(1)  The  labeling  of  the  additive  shall 
bear  adequate  directions  for  use  of  the 
additive  in  compliance  with  the  provi¬ 
sions  of  this  section. 

(2)  The  labeling  of  beverage  bases 
containing  the  additive  shall  bear  ade¬ 
quate  directions  for  use  to  provide  that 
beverages  prepared  therefrom  shall 

■  contain  no  more  than  0.2  percent  glycine. 

§  172.814  Hydroxylated  lecithin. 

The  food  additive  hydroxylated  leci¬ 
thin  may  be  safely  used  as  an  emulsifier 
in  foods  in  accordance  with  the  following 
conditions: 

(a)  The  additive  is  obtained  by  the 
treatment  of  lecithin  in  one  of  the  fol¬ 
lowing  ways,  under  controlled  conditions 
whereby  the  separated  fatty  acid  frac¬ 
tion  of  the  resultant  product  has  an 
acetyl  value  of  30  to  38: 

‘^Ck>plee  may  be  obtained  from:  The  Na¬ 
tional  Academy  of  Sciences,  2101  Constitu¬ 
tion  Ave  NW.,  Washington,  DC.  20037. 
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(1)  With  hydrogen  peroxide,  benzoyl 
peroxide,  lactic  acid,  and  sodium 
hydroxide. 

(2)  With  hydrogen  peroxide,  acetic 
acid,  and  sodium  hydroxide. 

(b)  It  is  used  or  intended  for  use,  in 
accordance  with  good  manufactuiing 
practice,  as  an  emulsifier  in  foods,  except 
for  those  standardized  food.s  that  do  not 
provide  for  such  use. 

(c)  To  assure  safe  use  of  the  additive, 
the  label  of  the  food  additive  container 
shall  bear,  in  addition  to  the  other 
information  required  by  the  act: 

(1)  The  name  of  the  additive,  "hy¬ 
droxylated  lecithin”. 

<2)  Adequate  directions  for  its  use. 

§  172.816  Methyl  gluco^idc'i-oeonul  oil 
ester. 

Methyl  glucoside-coconut  oil  ester  may 
be  safely  used  in  food  in  accordance  with 
the  following  conditions: 

(a)  It  is  the  methyl  glucoside-coconut 
oil  ester  having  the  following  specifica¬ 
tions: 


Acid  number _ ^  10-20. 

Hydroxyl  number _  200-300. 

pH  (6%  aqueous) _  4A-6.0. 

Saponification  number _  178-190. 


(b)  It  is  used  or  intended  for  use  as 
follows: 

(1)  As  an  aid  in  crystallization  of  su¬ 
crose  and  dextrose  at  a  level  not  to  ex¬ 
ceed  the  minimum  quantity  required  to 
produce  its  intended  effect. 

(2)  As  a  surfactant  in  molasses  at  a 
level  not  to  exceed  320  part?  per  million 
in  the  molasses. 

§  172.818  Oxyslvarin. 

The  food  additive  oxystearin  may  be 
safely  used  in  foods,  when  such  use  is 
not  precluded  by  standards  of  Identity 
in  accordance  with  the  following  condi¬ 
tions. 

(a)  The  additive  is  a  mixture  of  the 
glycerides  of  partially  oxidized  stearic 
and  other  fatty  acids  obtained  by  heat¬ 
ing  hydrogenated  cottonseed  or  soybean 
oil  under  controlled  conditions.  In  the 
presence  of  air  and  a  suitable  catalyst 
which  is  not  a  food  additive  as  so  defined. 
The  resultant  product  meets  the  follow¬ 
ing  specifications: 


Acid  number _  Maximum  16. 

Iodine  number _  Maximum  16. 

Saponification  number _  226-240. 

Hydroxyl  number _  30-46. 

Unsaponlflable  material _  Maximum  0.8 

percent. 

Refractive  index  (butyro)..  60  ±  1  at  48* 

C. 


lb)  It  is  used  or  intended  for  use  as  a 
crystalllzatitm  inhibitor  in  vegetable  oils 
and  as  a  release  agent  in  vegetable  oils 
and  vegetable  shortenings,  whereby  the 
additive  does  not  exceed  0.125  percent 
of  the  combined  weight  of  the  oil  or 
shortening. 

(c)  To  insure  safe  use  of  the  additive, 
the  label  and  labeling  of  the  additive 
ctmtainer  shall  bear,  in  addition  to  the 
other  information  required  by  the  act: 

(1)  The  name  of  the  additive. 

(2)  Adequate  direcUims  to  provide  an 
oil  (h:  shortening  that  complies  with  the 
limitations  prescribed  in  paragraph  (b) 
of  this  section. 
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§  172.820  Polyethylene  glyevi  (menn 
molecular  weight  200—9,500). 

Polyethylene  glycol  identified  in  this 
section  may  be  safely  used  in  food  in 
accordance  with  the  following  prescribed 
conditions: 

(a)  Identity.  (1)  The  additive  is  an 
addition  polymer  of  ethylene  oxide  and 
water  with  a  mean  molecular  weight  of 
200  to  9,500. 

(2)  It  contains  no  more  than  0.2  per¬ 
cent  total  by  weight  of  ethylene  and  di- 
ethylene  glycols  when  tested  by  the  ana¬ 
lytical  methods  prescribed  in  paragraph 
(b)  of  this  section. 

(b)  Analytical  method.  (1)  The  ana¬ 
lytical  method  prescribed  in  the  U.8.P. 
XVn  for  polyethylene  glycol  400  shall  be 
used  to  determine  the  total  ethylene  and 
diethylene  glycol  content  of  polyethylene 
glycols  having  mean  molecular  weights 
of  450  or  higher. 

(2)  The  following  analytical  method 
shall  be  used  to  determine  the  total  eth¬ 
ylene  and  dlethylene  glycol  content  (ff 
polyethylene  glycols  having  mean  molec¬ 
ular  weights  below  450. 

Analyticai.  Method 

ETHYLENE  GLYCOL  AND  DIETHYLENE  GLYCOL 
CONTENT  or  POLYETHYLENE  GLYCOLS 

The  analytical  method  for  determining 
ethylene  glycol  and  diethylene  glycol  In  as 
follows: 

APPARATUS 

Gas  chromatograph  with  hydi'ogeu  flame 
ionization  detector  (Vartan  Aerograph  600 
D  or  equivalent).  The  following  conditions 
shall  be  employed  with  the  Varian  Aerograph 
600  D  gas  chromatograph; 

Column  temperature:  166*  C. 

Inlet  temperature:  260*  C. 

Carrier  gas  (nitrogen)  flow  rate:  70  millili¬ 
ters  per  minute. 

Hydrogen  and  air  flow  to  burner :  Optlmir* 
to  give  maximum  sensitivity. 

.  Sample  size;  2  mlcroltters. 

Elution  time:  Ethylene  glycol:  2.0  minutes. 
Dlethylene  glycol:  6.5  minutes. 

Recorder:  — OA  to  -f-1.06  millivolt,  full 
spem,  1  second  full  response  time. 

Syringe:  lO-mlcrollter  (Hamilton  710  N  or 
equivalent) . 

Cliromatograph  column:  6  feet  x  %  Inch. 
I.D.  stainless  steel  tube  packed  with  sorbitol 
(Mathleson-Coleman-Bell  2768  Sorbitol 
8X850,  or  equivalent)  12  percent  In  H,0  by 
weight  on  60-80  mesh  nonacld  washed  dla- 
tomaceous  earth  (Chromosorb  W  Johns- 
Mnnvllle,  or  equivalent) . 

REAGENTS  AND  MATERIALS 

Carrier  gas,  nitrogen:  Commercial  grade  in 
cylinder  equipped  with  reducing  regulator  to 
provide  60  pjB.i.g.  to  the  gas  chromatograph. 

Ethylene  glycol:  Commercial  grade.  Purify 
If  necessary,  by  distillation. 

Dlethylene  glycol;  Commercial  grade  Pu¬ 
rify,  If  qecessary,  by  distUlation. 

Glycol  standards;  Prepare  chromatog¬ 
raphic  standards  by  dissolving  known 
amounts  of  ethylene  glycol  and  dlethylene 
glycol  In  water.  Suitable  concentrations  for 
standardization  range  from  1  to  6  milli¬ 
grams  of  each  component  per  milliliter  (for 
example  10  milligrams  diluted  to  volume  In 
a  10-mllllllter  volumetric  flask  Is  equivalent 
to  1  milligram  per  milliliter) . 

STANDARDIZATION 

Inject  a  2-mlcrollter  aliquot  of  the  glycol 
stahdard  Into  the  gas  chrmnatograph  em¬ 
ploying  the  oon^fltlons  described  above.  Maas- 
iu«  the  net  peak  heights  for  the  ethylene  gly- 
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col  and  for  the  dlethylene  glycol.  Record  the 
values  as  follows: 

i4=Peak  height  In  milllmetetB  of  tbe 
ethylene  glycol  peak. 

6=  milligrams  of  ethylene  glycol  per  mil¬ 
liliter  of  standard  solution. 

C=Peak  height  in  millimeters  of  the  dl¬ 
ethylene  glycol  peak. 

D= Milligrams  of  dlethylene  glycol  per  mil¬ 
liliter  of  standard  solution. 


(c)  Uses.  It  may  be  used,  except  In 
milk  or  preparatkms  intended  for  addi¬ 
tion  to  milk,  as  follows: 

(1)  As  a  coating,  binder,  plasticizing 
agent,  and/or  lubricant  in  tablets  used 
for  food. 

(2)  As  an  adjuvant  to  improve  flavor 
and  as  a  bodying  agent  in  nonnutritive 
sweeteners  identified  in  §  180.37  of  this 
chapter. 

(3)  As  an  adjuvant  in  dispersing  vita¬ 
min  and/or  mineral  preparations. 

(4)  As  a  coating  on  sodium  nitrite  to 
inhibit  hygroscopic  properties. 

(d)  Limitations.  (1)  It  is  used  in  an 
amount  not  greater  than  that  required  to 
produce  the  intended  physical  or  techni¬ 
cal  effect. 

(2)  A  tolerance  of  zero  is  established 
for  residues  of  polyethylene  glycol  in 
milk. 

§  172.822  Sodium  lauryl  sulfalr. 

The  food  additive  sodium  lauryl  sul¬ 
fate  may  be  safely  used  in  food  in  ac¬ 
cordance  with  the  following  conditions: 

(a)  The  additive  meets  the  following 
si)eciflcations : 

(1)  It  is  a  mixture  of  sodium  alkyl 
sulfates  consisting  chiefly  of  sodium 
lauryl  sulfate  tCHs(CHi)ioCHX)SO.Nal. 

(2)  It  has  a  minimum  content  of  90 
percent  sodium  alkyl  sulfates. 

(b>  It  is  used  or  intended  for  use: 

(1)  As  an  emulsifier  in  or  with  egg 
whites  whereby  the  additive  does  not 
exceed  the  following  limits: 

Egg  white  solids.  1,000  parts  per  million. 

Frozen  egg  whites,  12S  parts  per  million. 

Liquid  egg  whites.  125  parts  per  million. 

( 2 )  As  a  whipping  agent  at  a  level  not 
to  exceed  0.5  percent  by  weight  of  gela¬ 
tine  used  in  the  preparation  of  marsh¬ 
mallows. 

(3)  As  a  surfactant  in: 

•  <i)  Pumaric  acid-acidulated  dry  bev¬ 
erage  base  whereby  the  additive  does  not 
exceed  25  parts  p^  million  of  the  finished 
beverage  and  such  beverage  base  is  not 
for  use  in  a  food  for  which  a  standard 
of  identity  established  under  section  401 
of  the  act  precludes  such  use. 

(ii)  Pumaric  acid-acidulated  fruit 
juice  drinks  whereby  the  additive  does 
not  exceed  25  parts  per  million  of  the 
finished  fruit  Juice  drink  and  it  is  not 
used  in  a  fruit  Juice  drink  for  which  a 
standard  of  identity  established  under 
section  401  of  the  act  precludes  such 
use. 

(c>  To  insure  the  safe  use  of  the  ad¬ 
ditive,  the  label  of  the  food  additive  con- 
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fROCEDVRE 

Weigh  approximately  4  grams  of  poly¬ 
ethylene  glycol  sample  accurately  into  a  10- 
mllllliter  voltimetrlc  flask.  Dilute  to  volume 
with  water.  Mix  the  solution  thoroughly  and 
inject  a  2-mlcrollter  aliquot  into  the  gas 
chromatograph.  Measure  the  heights,  in 
mUlimeters,  of  the  ethylene  glycol  peak  and 
of  the  dlethylene  glycol  peak  and  record  as 
E  and  P,  respectively. 


tainer  shall  bear,  in  addition  to  the  other 
Information  required  by  the  act: 

(1)  The  name  of  the  additive,  sodium 
lauryl  sulfate. 

(2)  Adequate  use  directions  to  provide 
a  final  product  that  complies  with  the 
limitations  prescribed  in  paragraph  (b) 
of  this  section. 

§  1 72.824  Sodium  mono-  and  dimethyl 
iiuplithalone  »ulfonatr!<. 

The  food  additive  sodium  mono-  and 
dimethyl  naphthalene  sulfonates  may  be 
safely  used  in  accordance  with  the  fol¬ 
lowing  prescribed  conditions: 

(a)  The  additive  has  a  molecular 
weight  range  of  245-260. 

(b)  The  additive  is  used  or  intended 
for  use: 

(1)  In  the  crystallization  of  soditun 
carbonate  in  an  amount  not  to  exceed 
250  parts  per  million  of  the  sodium  car¬ 
bonate.  Such  sodium  carbonate  is  used 
or  intended  for  use  in  potable  water  sys¬ 
tems  to  reduce  hardness  and  aid  in  sedi¬ 
mentation  and  coagulation  by  raising 
the  pH  for  the  efficient  utilization  of 
other  coagulation  materials. 

(2)  As  an  anticaking  agent  in  sodium 
nitrite  at  a  level  not  in  excess  of  0.1  per¬ 
cent  by  weight  thereof  for  authorized 
uses  in  cured  fish  and  meat. 

(3)  In  the  washing  or  to  assist  in  the 
lye  peeling  of  fruits  and  vegetables  as 
prescribed  in  $  173.315  of  this  chapter. 

(c)  In  addition  to  the  general  labeling 
requirements  of  the  act: 

( 1 )  Sodium  carbonate  produced  in  ac¬ 
cordance  with  paragraph  (b)(1)  of  this 
section  shall  be  labeled  to  show  the  pres¬ 
ence  of  the  additive  and  its  label  or 
labeling  shall  bear  adequate  directions 
for  use. 

(2)  Sodium  nitrite  produced  in  ac¬ 
cordance  with  paragraph  (b)  (2)  of  this 
section  shall  bear  the  labeling  required 
by  S  172.175  and  a  statement  declaring 
the  presence  of  sodium  mono-  and  dl- 
met^l  naphthalene  sulfonates. 

§  172.826  Sodium  Ktearyl  fumarale. 

Sodium  stearyl  fumarate  may  be  safely 
used  in  food  in  accordance  with  the 
following  conditions: 

(a)  It  contains  not  less  than  99  per¬ 
cent  sodium  stearyl  fumarate  calculated 
on  the  anhydrous  basis,  and  not  more 
than  0.25  percent  sodium  stearyl  maleate. 

(b)  The  additive  is  used  or  intended 
for  use: 

(1)  As  a  dough  conditioner  in  yeast- 
leavened  bakery  products  in  an  amount 
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not  to  exceed  0.5  percent  by  weight  of 
the  flour  used. 

(2)  As  a  conditi<ming  agent  in  dehy¬ 
drated  potatoes  in  an  amoimt  not  to  ex¬ 
ceed  1  percent  by  weight  thereof. 

(3)  As  a  stabilizing  agent  in  non- 
yeast-leavened  bakery  products  in  an 
amount  not  to  exceed  1  percent  by  weight 
of  the  flour  used. 

(4)  As  a  ccmditioning  agent  in  proc¬ 
essed  cereals  for  cooking  in  an  amount 
not  to  exceed  1  percent  by  weight  of  the 
dry  cereal,  except  for  foods  for  which 
standards  of  identity  preclude  such  use. 

(5)  As  a  conditioniiig  agent  in  starch- 
thickened  or  flour-thickened  foods  in  an 
amount  not  to  exceed  0.2  percent  by 
weight  of  the  food. 

§  172.828  Aretylaled  monoglyrerides. 

The  food  additive  acetylated  monoglyc¬ 
erides  may  be  safely  u^  in  or  on  food 
in  accordance  with  the  following  pre¬ 
scribed  conditions: 

(a)  The  additive  is  manufactured  by: 

(1)  The  interesteriflcation  of  edible 
fats  with  triacetin  and  in  the  presence  of 
catalytic  agents  that  are  not  food  addi¬ 
tives  or  are  authorized  by  regulation, 
followed  by  a  molecular  distillation  or 
by  steam  stripping;  or 

(2)  The  direct  acetylation  of  edible 
monoglycerides  with  acetic  anhydride 
without  the  use  of  catalyst  or  molecular 
distillation,  and  with  the  removal  by 
vacuum  distillation,  if  necessary,  of  the 
acetic  acid,  acetic  anhydride,  and  tri¬ 
acetin. 

(b)  The  food  additive  has  a  Reichert- 
Meissl  value  of  75-150  and  an  acid  value 
of  less  than  6. 

(c)  The  food  additive  is  used  at  a  level 
not  in  excess  of  the  amount  reasonably 
required  to  produce  its  intended  effect 
in  food,  or  in  food-processing,  food¬ 
packing.  or  food-storage  equipment. 

§  172.830  Surrinylatcd  monoglyceridcfi. 

The  food  additive  succinylated  mono- 
glycerides  may  be  safely  used  in  food  in 
accordance  with  the  following  prescribed 
conditions: 

(a)  The  additive  is  a  mixture  of  semi- 
and  neutral  succinic  acid  esters  of  mono- 
and  diglycerides  produced  by  the  suc- 
cinylation  of  a  product  obtained  by  the 
glycerolysis  of  edible  fats  and  oils,  or  by 
the  direct  esteriflcation  of  glycerol  with 
edible  fat-forming  fatty  acids. 

(b)  The  additive  meets  the  following 
specifications: 

Succinic  acid  content _  14.8%-26.6%. 

Melting  point _  50°  C-60*  C. 

Acid  number _  70-120. 

(c)  The  additive  is  used  or  intended 
for  use  in  the  following  foods: 

(1)  As  an  emulsifler  in  liquid  and  plas¬ 
tic  shortenings  at  a  level  not  to  exceed 
3  percent  by  weight  of  the  shortening. 

(2)  As  a  dough  conditioner  in  bread 
baking,  when  such  use  is  permitted  by  an 
appropriate  food  standard,  at  a  level  not 
to  exceed  0.5  percent  by  weight  of  the 
flour  used. 

§  172.832  Monoglyceride  citrate. 

A  food  additive  that  is  a  mixture  of 
glyceryl  monooleate  and  its  citric  acid 


Percent  ethylene  f\rco\~^  ^  samplf  wei^u 
Percent  dlethylene  (tlyool=^,  ^  in  granr* 


RDERAL  REGISTER,  VOl.  42,  NO.  50 — TUESDAY,  MARCH  15,  1977 


14514 


RULES  AND  REGULATIONS 


monoester  manufactured  by  the  reaction 
of  glyceryl  monooleate  with  citric  acid 
under  c(mtrolled  conditions  may  be 
safely  used  as  a  synergist  and  solubilizer 
for  antioxidants  in  oils  and  fats,  when 
used  in  accordance  with  the  conditions 
prescribed  in  this  section. 

(a)  The  food  additive  meets  the  fol¬ 
lowing  specifications: 

Acid  number,  70-100. 

Total  citric  acid  (free  and  combined),  14 
percent-17  percent. 

(b)  It  is  used,  or  intended  for  use.  in 
antioxidant  formulations  for  addition  to 
oils  and  fats  whereby  the  additive  does 
not  exceed  200  parts  per  mlllltm  of  the 
combined  weight  of  the  oil  or  fat  and 

,  the  additive. 

(c)  To  assure  safe  use  of  the  additive : 

(1)  The  container  label  shall  bear,  in 
addition  to  the  other  information  re¬ 
quired  by  the  act,  the  name  of  the 
additive. 

(2)  The  label  or  accompanying  label¬ 
ing  shall  bear  adequate  directions  for 
the  use  of  the  additive  which,  if  fcdlowed, 
will  result  in  a  food  that  complies  with 
the  requirements  of  this  section. 

§  172.834  Ethoxylated  mono-  and  di- 
glycerides. 

The  food  additive  ethoxylated  mono- 
and  diglycerides  (polyoxyethylene  (20) 
memo-  and  diglycerides  of  fatty  acids) 
(polyglycerate  60)  [Chemical  Abstracts 
l^rvice  Registry  No.  977051-30-11  may 
be  safely  used  in  food  in  accordance  with 
the  following  prescribetLconditions: 

(a)  The  fo(^  additive  is  manufactured 
by: 

(1)  Glycerolysis  of  edible  fats  pri¬ 
marily  compost  of  stearic,  palmitic,  and 
myristic  acids;  or 

(2)  Direct  esterification  of  glycerol 
with  a  mixture  of  primarily  .  stearic, 
palmitic,  and  myristic  acids; 

to  yield  a  product  with  less  than  0.3  acid 
number  and  less  than  0.2  percent  water, 
which  is  then  reacted  with  ethylene 
oxide. 

(b)  The  additive  meets  the  following 
specifications: 

Saponification  number,  66-75.  • 

Acid  number,  0-2. 

Hydroxyl  number,  65-80. 

Oryethylene  content,  60.5-65.0  percent. 

(c)  The  additive  is  used  or  intended 
for  use  in  the  following  foods  when 
standards  of  identity  established  under 
section  401  of  the  act  do  not  preclude 
such  use: 

Use  Limitations 

i.  As  a  dough  condl-  Not  to  exceed  0.5 
*  tioner  in  yeast-  percent  by  weight 

leavened  bakery  of  the  flour  used, 

products. 

2  As  an  emulsifier  in  Not  to  exceed  0.5 
cakes  and  cake  percent  by  weight 

mixes.  of  the  dry  ingredi- 

-  ents. 

S.  As  an  emulsifier  in  Not  to  exceed  0.45 

t  whipped  vegeta-  percent  by  weight 

ble  oil  toppings  of  the  finished 

and  topping  whipped  vegetable 

mixes.  oil  toppings. 


Vse  Limitations 

4.  As  an  emulsifier  In  Mot  to  exceed  0.5 

Icings  and  Icing  percent  by  weight 

mixes.  of  the  finished 

icings. 

5.  As  an  emulsifier  in  Not  to  exceed  0.2 

froeen  desserts.  percent  by  weight 

of  the  finished 
froxen  desserts. 

6.  As  an  emulsifier  in  Mot  to  exceed  0.4 

edible  vegetable  percent  by  weight 

fat-water  emul-  of  the  finished 

slons  intended  vegetable  fat-wa- 

for  use  as  substi-  ter  emulsions, 

tutes  for  milk  or 
cream  in  bever¬ 
age  coffee. 

(d)  When  the  name  “polyglycerate 
60”  is  used  in  labeling  it  shall  be  followed 
by  either  “polyoxyethylene  (20)  mono- 
and  diglycerides  of  fatty  acids”  or  “eth¬ 
oxylated  mono-  and  diglycerides”  in  pa¬ 
rentheses. 

§  172.836  Polysorbate  60. 

The  food  additive  polysorbate  60 
(polyoxyethylene  (20)  sorbitan  mono¬ 
stearate)  wMch  is  a  mixture  of  polyoxy¬ 
ethylene  ethers  of  mixed  partial  stearic 
and  palmitic  add  esters  of  sorbitol  an¬ 
hydrides  and  related  cmnpounds,  may  be 
safely  used  in  food  in  accordance  with 
the  following  prescribed  conditions: 

(a)  The  food  additive  is  manufactured 
by  reacting  stearic  acid  (usually  con¬ 
taining  associated  fatty  acids,  chie^ 
palmitic)  with  sorbitol  to  yield  a  product 
with  a  maximum  acid  number  of  10  and 
a  maximum  water  c<mtent  of  0.2  percent, 
which  is  then  reacted  with  ethylene 
oxide. 

(b)  The  food  additive  meets  the  fol¬ 
lowing  specifications: 

Saponification  number  45-55. 

Acid  number  0-2. 

Hydroxyl  number  81-96. 

Oxyethylene  content  65  percent-69.5  per¬ 
cent. 

(c)  It  is  used  or  intended  for  use  as 
follows: 

(1)  As  an  emulsifier  in  whipped  vege¬ 
table  oil  topping  with  or  without  one  or 
a  combination  of  the  following: 

<i)  Sorbitan  monostearate; 

(ii)  Polysorbate  65; 

<  iii)  Polysorbate  80; 

whereby  the  maximum  amount  of  the 
additive  or  additives  used  does  not  ex¬ 
ceed  0.4  percent  of  the  weight  of  the 
finished  whipped  vegetable  oil  topping; 
except  that  a  combination  of  the  addi¬ 
tive  with  sorbitan  monostearate  may  be 
used  in  excess  of  0.4  percent,  provided 
that  the  amount  of  the  additive  does  not 
exceed  0.77  percent  and  the  amount  of 
sorbitan  monostearate  does  not  exceed 
0.27  percent  of  the  weight  of  the  finished 
whipped  vegetable  oil  topping. 

(2)  As  an  emulsifier  in  cakes  and  cake 
mixes,  with  or  without  one  or  a  com¬ 
bination  of  the  following: 

<i>  Polysorbate  65. 

( ii )  Sorbitan  monostearate. 

When  used  alone,  the  maximum  amount 
of  polysorbate  60  shall  not  exceed  0.46 
percent  of  the  cake  or  cake  mix,  on  a 
drj’-w'eight  basis.  When  used  with  poly¬ 


sorbate  65  ancU'or  sorbitan  monostearate, 
it  shall  not  exceed  0.46  percent,  nor  shall 
the  polysorbate  65  exceed  0.32  percent 
or  the  sorbitan  monostearate  exceed  0.61 
percent,  and  no  combination  of  these 
emulsifiers  shall  exceed  0.66  percent  of 
the  cake  or  cake  mix,  all  calculated  on  a 
dry-weight  basis. 

(3)  As  an  emulsifier,  alone  in  com¬ 

bination  with  sorbitan  monostearate,  in 
nonstandardized  confectionery  coatings 
and  standardized  cacao  products  speci¬ 
fied  in  §S  163.123,  163.130,  163.135, 

163.140, 163.145.  and  163.150  of  this  chap¬ 
ter,  as  follows: 

(i)  It  is  used  alone  in  an  amount  not 
to  exceed  0.5  percent  of  the  weight  of 
the  finished  nonstandardixed  confection¬ 
ery  coating  or  standardized  cacao  prod¬ 
uct. 

(ii)  It  is  used  with  sorbitan  mono¬ 
stearate  in  any  c(»nbination  of  up  to  0.5 
percent  of  polysorbate  60  and  up  to  1 
percent  of  sorbitan  monostearate:  Pro¬ 
vided.  That  the  total  combination  does 
not  exceed  1  percent  of  the  weight  of  the 
finished  nemstandardized  confectionery 
coating  or  standardized  cacao  product. 

(4)  [Reserved] 

(5)  As  an  emulsifier  in  cake  icings  and 
cake  fillings,  with  or  without  one  or  a 
combination  of  the  following: 

(i)  Polysorbate  65. 

(ii)  Sorbitan  monostearate. 

When  used  alone,  the  maximum  amoimt 
of  polysorbate  60  shall  not  exceed  0.46 
percent  of  the  weight  of  the  cake  icings 
and  cake  fillings.  When  used  with  poly¬ 
sorbate  65  and/or  sorbitan  monostearate. 
it  shall  not  exceed  0.46  percent,  nor  shall 
the  polysorbate  65  except  0.32  percent  or 
the  s(M‘bitan  monostearate  exceed  0.7 
percent,  and  no  combination  of  these 
emulsifiers  shall  exceed  1  percent  of  tlie 
weight  of  the  cake  icing  or  cake  filling. 

(6)  To  impart  greater  opacity  to 
sugar-type  c(^ection  coatings  whereby 
the  maximum  amoimt  of  the  additive 
does  not  exceed  0.2  percent  of  the  weight 
of  the  finished  sugar  coating. 

(7)  As  an  emulsifier  in  nonstandard¬ 
ized  dressings  whereby  the  maximum 
amount  of  the  additive  does  not  exceed 
0.3  percent  of  the  weight  of  the  finished 
dressings. 

(8)  As  an  emulsifier,  alone  or  in  com¬ 
bination  with  polysorbate  80,  in  shorten¬ 
ings  and  edible  oils  intended  for  use  in 
nonstandardized  baked  goods,  baking 
mixes,  icings,  fillings,  and  toppings,  and 
in  the  frying  ctf  foods,  as  follows: 

(i)  It  is  used  alcoie  in  an  amount  not 
to  exceed  1  percent  of  the  weight  of 
the  finished  shortening  or  oil. 

(ii)  It  is  used  with  polysorbate  80  in 
any  ccxnbination  providing  no  more  than 
1  percent  of  polj^orbate  60  and  no  more 
than  1  percent  of  polysorbate  80,  pro¬ 
vided  that  the  total  combination  does 
not  exceed  1  percent  of  the  finished 
shortening  or  c^. 

(iii)  The  1 -percent  limitation  specified 
in  paragraph  <c)  (8)  (i)  and  (ii)  of  this 
section  may  be  exceeded  in  premix  con- 
c«itrates  of  shortening  or  edible  oil  if 
the  labeling  cimiplies  with  the  require¬ 
ments  of  paragraph  (d)  of  this  s^tion. 
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(9)  As  an  emulsifier  in  solid-state, 
edible  vegetable  fat-water  emulsions  in¬ 
tended  for  use  as  substitutes  for  milk 
or  cream  in  beverage  c<rflee,  with  or  with¬ 
out  one  or  a  combination  of  the  follow¬ 
ing: 

( i  t  Polysorbate  65. 

(ii)  Sorbitan  monostearate. 

The  maximum  amount  of  the  additive 
or  additives  shall  not  exceed  0.4  percent 
by  weight  of  the  finished  edible  vegetable 
fat-water  emulsion. 

(10)  As  a  foaming  agent  in  nonalco¬ 
holic  mixes,  to  be  added  to  al(x>holic 
beverages  in  the  preparaticm  of  mixed 
alcoholic  drinks,  at  a  level  not  to  exceed 
4.5  percent  by  weight  of  the  nonalco¬ 
holic  mix. 

(11)  As  a  dough  conditioner  in  yeast- 
leavened  bakery  products  in  an  amount 
not  to  exceed  0.5  percent  by  weight  of 
the  flour  used. 

(12)  As  an  emulsifier,  alone  or  in  com¬ 
bination  with  sorbitan  monostearate,  in 
the  minimum  quantity  required  to  ac¬ 
complish  the  intended  effect,  in  formu¬ 
lations  of  white  mineral  oil  conforming 
with  §  172.878  and/or  petroleum  wax 
conforming  with  §  172.886  for  use  as 
protective  coatings  on  raw  fruits  and 
vegetables. 

(13)  As  a  dispersing  agent  in  artifi¬ 
cially  sweetened  gelatin  desserts  and  in 
artificially  sweetened  gelatin  dessert 
mixes,  whereby  the  amount  of  the  addi¬ 
tive  does  not  exceed  0.5  percent  on  a  dry- 
weight  basis. 

(14)  As  an  emulsifier  in  chocolate  flav¬ 
ored  syrups,  whereby  the  maximum 
amount  of  the  additive  does  not  exceed 
0.05  percent  in  the  finished  product. 

(d)  To  assiu«  safe  use  of  the  additive, 
in  addition  to  the  other  information  re¬ 
quired  by  the  act: 

(1)  The  label  of  the  additive  and  any 
intermediate  premixes  shall  bear: 

(1)  The  name  of  the  additive. 

(ii)  A  statement  of  the  ccmcentra- 
tl(m  or  strength  of  the  additive  in  any 
Intermediate  pr^nixes. 

(2)  The  label  or  labeling  shall  bear 
adequate  directions  to  provide  a  final 
product  that  complies  with  the  limita¬ 
tions  prescribed  in  paragraph  (c)  of  this 
section. 

§  172.838  Polysorbate  65. 

The  food  additive  polysorbate  65  (poly¬ 
oxyethylene  (20)  sorbitan  tristecu^te) , 
w'hich  is  a  mixture  of  polyoxyethylene 
ethers  of  mixed  stearic  acid  est^s  of  sor¬ 
bitol  anhydrides  and  related  compounds, 
may  be  safely  used  in  fcxxl  in  accord¬ 
ance  with  the  following  prescribed  con¬ 
ditions: 

( a)  The  f(x>d  additive  is  manufactured 
by  reacting  stearic  acid  (usually  con¬ 
taining  associated  fatty  acids,  chiefly 
palmitic)  with  sorbitol  to  yield  a  prod¬ 
uct  with  a  maximum  acid  number  of  15 
and  a  maximum  water  content  of  0.2 
percent,  which  is  then  reacted  with 
ethylene  oxide. 

(b)  The  food  additive  meets  the  fol¬ 
lowing  specifications: 

Saponlflcatlon  number  88-98. 

Acid  number  0-3. 

Hydroxyl  number  44-80. 

Oxyethylene  content  46  percent-80  percent. 


(c)  The  additive  is  used,  intended 
for  use,  as  follows: 

(1)  As  an  emulsifier  in  ice  cream, 
frozen  custard,  ice  milk,  fruit  sherbet 
and  nonstandardized  frozm  desserts 
when  used  alone  or  in  ccxnbination  with 
polysorbate  80,  whereby  the  maximum 
amount  of  the  additives,  alone  or  in  com¬ 
bination.  does  not  exceed  0.1  percent  of 
the  finished  frozen  dessert. 

(2)  As  an  emulsifier  in  cakes  and  cake 
mixes,  with  or  without  one  or  a  combina¬ 
tion  of  the  following: 

(i)  Sorbitan  monostearate. 

(ii)  Polysorbate  60. 

When  used  alone,  the  maximum  amount 
of  polysorbate  65  shall  not  exceed  0.32 
percent  of  the  cake  or  cake  mix.  on  a 
dry-weight  basis.  When  used  with  sor¬ 
bitan  monostearate  and  or  polysorbate 
60,  it  shall  not  exceed  0.32  percent,  nor 
shall  the  sorbitan  monostearate  exceed 
0.61  percent  or  the  polysorbate  60  exceed 
0.46  percent,  and  no  ccxnbinaticHi  of  these 
emulsifiers  shall  exceed  0.66  percent  of 
the  cake  or  cake  mix,  all  calculated  on  a 
dry-weight  basis. 

(3)  As  an  emulsifier  in  whipped  vege¬ 
table  oil  topping  with  or  without  one  or 
a  combination  oi  the  following: 

( i)  Sorbitan  monostearate; 

(ii)  Polysorbate  60; 

whereby  the  maximum  amount  of  the 
additive  or  additives  used  does  not  ex¬ 
ceed  0.4  percent  of  the  weight  of  the 
finished  whipped  vegetable  oil  topping. 

(iii)  Polysorbate  80; 

(4)  As  an  emulsifier  in  solid-state, 
edible  vegetable  fat-water  emulsions  in¬ 
tended  for  use  as  substitutes  for  milk  or 
cream  in  beverage  coffee,  with  or  with¬ 
out  one  or  a  combination  of  the  follow¬ 
ing: 

( i  I  Sorbitan  monos  tear  a  te . 

(fi)  Polysorbate  60. 

The  maximum  amount  of  the  additive 
or  additives  shall  not  exceed  0.4  percent 
by  weight  of  the  finished  edible  vegetable 
fat-water  emulsion. 

(5)  As  an  emulsifier  in  cake  icings  and 
cake  fillings,  with  or  without  one  or  a 
combination  of  the  following: 

(i)  Sorbitan  monostearate. 

(ii)  Polysorbate  60. 

When  used  alone,  the  maximum  amount 
of  polysorbate  65  shall  not  exceed  0.32 
percent  of  the  weight  of  the  cake  icing 
or  cake  filling.  When  used  with  sorbitan 
monostearate  and/or  polysorbate  60,  it 
shall  not  exceed  0.32  percent,  nor  shall 
the  sorbitan  memostearate  exceed  0.7 
percent  or  the  polysorbate  60  exceed  0.46 
percent,  and  no  combination  of  these 
emulsifiers  shall  exceed  1  percent  of  the 
weight  of  the  cake  i(^g  or  cake  filling. 

(d)  To  assure  safe  use  of  the  additive, 
in  addition  to  the  other  information 
required  by  the  act: 

(1)  The  label  of  the  additive  and  any 
intermediate  premixes  shall  bear: 

(1)  The  name  of  the  additive. 

(ii)  A  statement  of  the  concentration 
or  strength  of  the  additive  in  any  inter¬ 
mediate  premixes. 

(2)  The  label  or  labeling  shall  bear 
adequate  directions  to  provide  a  final 
product  that  complies  with  the  limita¬ 


tions  prescribed  in  paragraph  (c)  of  this 
sectiem. 

§  172.840  Polysorbate  80. 

Ihe  food  additive  polysorbate  80  (poly¬ 
oxyethylene  (20)  sorbitan  monooleate). 
which  is  a  mixture  of  polyoxyethylene 
ethers  of  mixed  partifJ  oleic  acid  esters 
of  sorbitol  anhydrides  and  related  com- 
poimds,  may  be  safely  used  in  food  in  ac¬ 
cordance  with  the  following  prescribed 
conditions: 

(a)  The  food  additive  is  manufactured 
by  reacting  (deic  acid  (usually  containing 
associated  fatty  acids)  with  sorbitol  to 
yield  a  product  with  a  maximum  acid 
niunber  of  7.5  and  a  maximum  water 
content  of  0.5  percent,  which  is  then  re¬ 
acted  with  ethylene  oxide. 

(b)  The  food  additive  meets  the  fol¬ 
lowing  specifications: 

Saponification  number  45-SS. 

Acid  number  0-3. 

Hydroxyl  number  65-80. 

Oxyethylene  content  65  percent- 69.6 
percent. 

(c)  The  additive  is  used  or  intended 
for  use  as  follows: 

(1)  An  emulsifier  in  ice  cream,  frozen 
custard,  ice  milk,  fruit  sherbet,  and  non¬ 
standardized  frozen  dessorts,  when  used 
alone  or  in  combination  with  polysorbate 
65  whereby  the  maximum  amount  of  the 
additives,  alone  or  in  combination,  does 
not  exceed  0.1  percent  of  the  finished 
frozen  dessert. 

(2)  In  yeast-defoamer  formulations, 
whereby  the  maximum  amount  of  the 
additive  does  not  exceed  4  percent  of 
the  finished  yeast  defoamer  and  the 
maximum  amount  of  the  additive  in  the 
yeast  from  such  use  does  not  exceed  4 
parts  per  million. 

(3)  As  a  solubilizing  and  dispersing 
agent  in  pickles  and  pickle  products, 
whereby  the  maximmn  amount  of  the 
additive  does  not  exceed  500  parts  per 
million. 

(4)  As  a  solubilizing  and  dispersing 
agent  in: 

(i)  Vitamin-mineral  preparations  con¬ 
taining  calcium  caseinate  in  the  absence 
of  fat-soluble  vitamins,  whereby  the 
maximum  intake  of  polysorbate  80  shall 
not  exceed  175  milligrams  from  the  rec¬ 
ommended  dally  dose  of  the  prepara¬ 
tions. 

(ii)  Fat-soluble  vitamins  in  vitamin 
and  vitamin-mineral  preparations  con¬ 
taining  no  calcium  caseinate,  whereby 
the  maximum  Intake  of  polysorbate  80 
shall  not  exceed  300  milligrams  from 
the  recommended  dally  dose  of  the  prep¬ 
arations. 

(iii)  In  vitamin-mineral  preparations 
containing  both  calcium  caseinate  and 
fat-soluble  vitamins,  whereby  the  maxi¬ 
mum  intake  of  polysorbate  80  shall  not 
exceed  475  milligrams  from  the  recom¬ 
mended  daily  dose  of  the  preparations. 

(5)  As  a  surfactant  in  the  production 
of  coarse  crystal  sodium  chloride  where¬ 
by  the  maximum  amount  of  the  additive 
in  the  finished  s(xiium  chloride  does  not 
exceed  10  parts  per  million. 

(6)  In  special  dietary  foods,  as  an 
emulsifier  for  edible  fats  and  oils,  with 
directions  for  use  which  provide  for  the 
ingestion  of  not  more  than  360  milli¬ 
grams  of  polysorbate  80  per  day. 
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(7)  As  a  solubilizing  and  dispersing 
agent  for  dill  oil  in  canned  spiced  green 
beans,  not  to  exceed  30  parts  per  million. 

<  8)  As  an  emulsifier,  alone  or  in  (Mmi- 
bination  with  polsrsorbate  60,  in  shorten¬ 
ings  and  edible  oils  intended  for  use  in 
nonstandardized  baked  goods,  baking 
mixes,  icings,  fillings,  and  toppings  and 
in  the  frying  of  foods,  as  follows: 

<i)  It  is  used  alone  in  an  amount  not 
to  exceed  1  percent  of  the  weight  of  the 
finished  shortening  or  oil. 

(ii)  It  is  used  with  polysorbate  60  in 
any  combination  providing  no  more  than 
1  perc«it  of  polysorbate  80  and  no  more 
than  I  percent  of  polysorbate  60,  pro¬ 
vided  that  the  total  combination  does 
not  exceed  1  percent  of  ttie  finished 
shortening  or  oil. 

(iii)  The  1 -percent  limitation  speci¬ 
fied  in  paragraph  (c)<8)  (i)  and  (ii)  of 
this  section  may  be  exceeded  in  ix'emix 
concentrates  of  shortening  or  edible  oil 
if  the  labeling  complies  with  the  require¬ 
ments  of  paragraph  (d)  of  this  section. 

(9)  As  an  emulsifier  in  whipped  vege¬ 
table  oil  topping  with  or  without  one  or 
a  combination  of  the  following: 

(i)  Sorbitan  monostearate; 

(ii)  PolyscHbate  60. 

(iii)  Polysmbate  65. 

whereby  the  maYimnm  amount  of  the 
additive  or  additives  used  does  not  ex¬ 
ceed  0.4  percent  of  the  weight  of  the 
finished  whipped  vegetable  oil  topping. 

(10)  It  is  used  as  a  wetting  agent  in 
scald  water  for  poultry  defeathering,  fol¬ 
lowed  by  potable  water  rinse.  The  con¬ 
centration  of  the  additive  in  the  scald 
water  does  not  exceed  0.0175  percent. 

(11)  As  a  dispersing  agent  in  gelatin 
desserts  and  in  gelatin  dessert  mixes, 
whOTby  the  amount  of  the  additive  does 
not  exceed  0.082  percent  on  a  dry-weight 
basis. 

(12)  As  an  adjuvant  added  to  herbi¬ 
cide  use  and  plant-growth  regulator  use 
dilutions  by  a  grower  or  applicator  prior 
to  aiQJlication  of  such  dilutions  to  the 
growing  crop.  Residues  resulting  from 
such  use  are  exempt  from  the  require¬ 
ment  of  a  tolerance.  When  so  us^  or 
Intended  for  use,  the  additive  shall  be 
exempt  from' the  requirements  of  para¬ 
graph  (d)(1)  of  this  section. 

(13)  As  a  defoaming  agent  in  the 
preparation  of  the  creaming  mixture  for 
cottage  cheese  and  lowfat  cottage  cheese, 
as  identified  in  l!  133.128  and  133.131  of 
this  chapter,  respectively,  whereby  the 
amount  of  the  additive  does  not  exceed 
.008  percent  by  weight  of  the  finished 
products. 

(d)  To  assure  safe  use  of  the  additive, 
in  addition  to  the  other  information  re¬ 
quired  by  the  act: 

(1)  The  label  of  the  additive  and  any 
intermediate  premixes  shall  bear: 

(i)  The  name  of  the  additive. 

(ii)  A  statement  of  the  c<Micentration 
or  strengtti  of  the  additive  in  any  inter¬ 
mediate  premizes. 

<2)  Ibe  label  or  labeling  shall  bear 
adequate  directions  to  provide  a  final 
product  that  complies  with  the  limita¬ 
tions  prescribed  in  paragraph  (c)  of  this 
section. 


§172.842  Sorbitan  0M>iiostramte. 

The  food  additive  sorbitan  mono- 
stearate,  which  is  a  mixture  of  partial 
stearic  and  palmitic  acid  esters  of  sor- 
blt(d  anhydrides,  may  be  safely  used  in 
or  on  food  in  accordance  with  the  fol¬ 
lowing  prescribed  conditions: 

<  a)  The  food  additive  is  manufactured 
by  reacting  stearic  acid  (usually  con¬ 
taining  associated  fatty  acids,  chiefiy 
palmitic)  with  sorbitol  to  yield  essen¬ 
tially  a  mixtiu^  of  esters. 

(b)  The  f<xxl  additive  meets  the  fol¬ 
lowing  specifications: 


Saponification  number _ 147-157 

Acid  niunber _  6-10 

Hydrotyl  number _  235-260 


(c)  It  is  used  or  intended  for  use,  alone 
or  in  combination  with  polysortote  60  as 
follows: 

(1)  As  an  emulsifier  in  whipped  vege¬ 
table  oil  topping  with  or  without  one  or 
a  combination  of  the  following: 

(1)  Polysorbate  60; 

(ii)  Polysorbate  65; 

(iii)  Polysorbate  80; 

whereto  the  maximum  amoimt  of  the 
additive  or  additives  used  does  not  ex¬ 
ceed  0.4  percrat  of  the  weight  of  the 
finished  whipped  vegetable  oil  topping; 
exc^t  that  a  combination  of  the  addi¬ 
tive  with  polysorbate  60  may  be  used  In 
excess  of  0.4  percent:  Provided,  That  the 
amount  of  the  additive  does  not  exceed 
0.27  percent  and  the  amount  of  polysOT- 
bate  60  does  not  exceed  0.77  perc«it  of 
the  weight  of  the  finished  whipped  vege¬ 
table  oil  topping. 

(2)  As  an  emulsifier  in  cakes  and  cake 
mixes,  with  or  without  one  or  a  combina¬ 
tion  of  the  following: 

(i)  Polysorbate  65. 

(ii)  Polysorbate. 

When  used  alone,  the  maximum  amount 
of  sorbitan  monostearate  shall  not  ex¬ 
ceed  0.61  percent  of  the  cake  or  cake  mix, 
on  a  dry-weight  basis.  When  used  with 
poh-sorbate  65  and/or  polysorbate  60,  it 
sliall  not  exceed  0.61  pwx»nt,  nor  shall 
the  polysorbate  65  exceed  0.32  percent  or 
the  polysorbate  60  exceed  0.46  percent, 
and  no  combination  of  the  wnulsifiers 
shall  exceed  0.66  percent  of  the  weight 
of  the  (^e  or  cake  mix,  calculated  on 
a  dry-weight  basis. 

(3)  As  an  emulsifier,  alone  or  in  com¬ 

bination  with  polysorbate  60  in  non- 
standardized  confectionery  coatings  and 
standardized  cacao  products  sp>ecified  in 
S§  163.123,  163.130,  163.135,  163.140, 

163.145,  and  163.150  of  this  chapter,  as 
follows: 

(i)  It  is  used  alone  in  an  amount  not 
to  exceed  1  percent  of  the  weight  of  the 
finished  nonstajylardized  confectionery 
coating  or  standardized  cacao  product. 

(ii)  It  is  used  with  polysorbate  60  in 
any  combination  of  up  to  1  ijercent 
sorbitan  monostearate  and  up  to  0.5  per¬ 
cent  polysorbate  60  provided  that  the 
total  combination  does  not  exceed  1  per¬ 
cent  of  the  weight  of  the  finished  non- 
standardized  confectionery  coating  or 
standardized  cacao  product. 

(4)  As  an  emulsifier  in  cake  icings  and 
cake  filings,  with  or  without  one  or  a 
combination  of  the  following: 


«i)  Poh’sorbate  65. 

<ii)  Polysorbate  60. 

When  used  alone,  the  maximum  amount 
of  sorbitan  monostearate  shall  not  ex¬ 
ceed  0.7  percent  of  the  weight  of  the 
cake  icing  or  cake  filling.  When  used  with 
polysorbate  65  and/or  polysorbate  60,  it 
shall  not  exceed  0.7  percent,  nor  shall 
the  polysorbate  65  exceed  0.32  percent  or 
the  polysorbate  60  exceed  0.46  percent, 
and  no  combination  of  these  emulsifiers 
shall  exceed  1  percrait  of  the  weight  of 
the  cake  icing  or  cake  filling. 

<5)  As  an  onulsifier  in  solid-state. 
ediUe  vegetable  fat-water  emulsions 
intended  for  use  as  substitutes  for  milk 
or  cream  in  beverage  coffee,  with,  or 
without  one  or  a  combination  of  the 
following: 

(i)  P(dys<Ml}ate  60.  • 

(ii)  Polysorbate  65. 

The  maximum  amount  of  the  additive  or 
additives  shall  not  exceed  0.4  percent  by 
weight  of  the  finished  edible  vegetable 
fat-water  emulsion. 

(6)  It  is  used  alone  as  a  rehydration' 
aid  in  the  production  of  active  dry  yeast 
In  an  amoimt  not  to  exceed  1  percent  by 
w'eight  of  the  dry  yeast. 

(7)  As  an  emsulsifier,  alone  or  in  com¬ 
bination  with  polysorbate  60,  in  the  min¬ 
imum  quantity  required  to  accomplish 
the  Intended  effect,  in  formulations  of 
white  mineral  oil  conforming  with 
S  172.878  and/or  petroleum  wax  con¬ 
forming  with  S  172.886  for  use  as  pro¬ 
tective  coatings  <m  raw  fruits  and 
vegetables. 

(d)  To  assure  safe  use  of  the  additive, 
in  addition  to  the  other  information  re¬ 
quired  by  the  act: 

(Dllie  label  of  the  additive  and  any 
intermediate  premixes  shall  bear : 

(1)  The  name  of  the  additive. 

(ii)  A  statonent  of  the  concentration 
or  strength  of  the  additive  in  any  inter¬ 
mediate  premixes. 

(2)  The  label  or  labeling  shall  bear 
adequate  directions  to  provide  a  final 
product  that  comities  with  the  limita¬ 
tions  prescribed  in  paragraph  (c)  of  this 
section. 

§  172.844  Calriiini  slcaroyl-2-lart>l«le. 

Ihe  food  additive  calcium  stearoyl-2- 
lactylate  may  be  safely  used  In  or  on 
food  in  accordance  with  the  following 
prescribed  conditions: 

(a)  The  additive,  which  is  a  mixture 
of  calcium  salts  of  stearoyl  l8u;tylic  acids 
and  minor  proportions  of  other  calcium 
salts  of  related  acids,  is  manufactured 
by  the  reaction  of  stearic  acid  and  lactic 
acid  and  conversion  to  the  calcium  salts. 

<b)  The  additive  meets  the  following 
specifications: 

Acid  number,  50-86. 

Calcium  content,  4.2-5.2  percent. 

Lactic  acid  content.  32-38  percent. 

Ester  number,  125-164. 

<c)  It  is  used  or  Intended  «for  use  as 
follows : 

(1)  As  a  dough  conditioner  in  yeast- 
leavened  bakery  products  and  prepared 
mixes  for  yeast-leavened  bakery  prod¬ 
ucts  in  an  amount  not  to  exceed  0.5  part 
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for  each  100  paits  by  weight  of  flour 
used. 

(2)  As  a  whipping  agent  in: 

(i)  Liquid  and  frozen  egg  white  at  a 
levei  not  to  exceed  0.05  percent. 

(ii)  Dried  egg  white  at  a  level  not  to 
exceed  0.5  percent. 

(iii)  Whipped  vegetable  oil  topping  at 
a  level  not  to  exceed  0.3  percent  of  the 
weight  of  the  finished  w’hipped  vege¬ 
table  oil  topping. 

(3)  As  a  conditioning  agent  in  dehy¬ 
drated  potatoes  in  an  amount  not  to  ex¬ 
ceed  0.5  percent  by  weight  thereof. 

( d )  To  assure  safe  use  of  the  additive : 

<  1 )  The  label  and  labeling  of  the  food 
additive  and  any  intermediate  premix 
prepared  therefrom  shall  bear,  in  addi¬ 
tion  to  the  other  information  required 
by  the  act,  the  following: 

(1)  The  name  of  the  additive. 

(ii)  A  statement  of  the  concentration 
or  strength  of  the  additive  in  any  inter¬ 
mediate  premixes. 

(2)  The  label  or  labeling  of  the  food 
additive  shall  also  bear  adequate  direc¬ 
tions  of  use  to  provide  a  finished  food 
that  ccxnplies  with  the  limitations  pre¬ 
scribed  in  paragraph  (c)  of  this  section. 

§  172.846  Sodium  stearoyl>2-lartylatr. 

The  food  additive  sodium  stearoyl-2- 
lactylate  may  be  safely  used  in  fcx^  In 
accordance  with  the  following  prescribed 
conditions: 

(a)  The  additive,  which  is  a  mixture 
of  sodium  salts  of  stearoyl  lactylic  acids 
and  minor  proportions  of  other  sodium 
salts  of  related  acids.  Is  manufactured 
by  the  reaction  of  stearic  acid  and  lactic 
acid  and  conversion  to  the  sodium  salts. 

(b)  The  additive  meets  the  following 
specifications: 

Acid  number,  60-80. 

Sodium  content,  3.5  percent-5.0  percent. 

Lactic  acid  content.  31  percent-34  percent. 

Ester  number,  150-190. 

(c)  It  Is  used  or  Intended  for  use  as 
an  emulsifier,  dough  conditioner,  or 
whipping  agent  In  the  follow'ing  foods 
when  standards  of  identity  established 
under  section  401  of  the  act  do  not  pre¬ 
clude  such  use:  Icings,  fillings,  puddings, 
and  toppings;  baked  products;  pancakes 
and  waffles;  prepared  mixes  for  any  of 
the  foregoing  foods;  and  in  liquid  and 
solid  edible  vegetable  fat-water  emul¬ 
sions  intended  for  use  as  substitutes  for 
milk  or  cream  in  beverage  coffee. 

(d)  It  is  used  in  an  amount  not  greater 
than  required  to  produce  the  intended 
physical  or  technical  effect. 

§  172.848  l.arlylir  otcrs  uf  fatly  acids. 

Lactylic  esters  of  fatty  acids  may  be 
safely  used  in  food  in  accordance  with 
the  following  prescribed  conditions: 

(a)  They  are  prepared  from  lactic  acid 
and  fatty  acids  meeting  the  require¬ 
ments  of  §  172.860(b)  and/or  oleic  acid 
derived  from  tall  oil  fatty  acids  meeting 
the  requirements  of  §  172.862. 

(b)  They  are  used  as  emulsifiers,  plas¬ 
ticizers.  or  surface-active  agents  in  the 
following  foods,  when  standards  of  iden¬ 
tity  do  not  preclude  their  use: 


Foods  LiwtUations 

Bakery  mixes - .Si _ 

BakeU  products _ 

Cake  Iclnga,  fllllngs,  and 

toppings.  - - 

Dehydrated  fruits  and  vege¬ 
tables.  _ 

De(hydrated  fruit  smd  vege¬ 
table  Juices.  _ 

Edible  vegetable  fat-water  As  substitutes 
emulsions.  for  mUk  or 

cream  in 
beverage 
coffee. 

Frozen  desserts _ _ 

Liquid  shortening _ For  household 

use. 

Pancake  mixes _ _ 

Precooked  Instant  rice _ _ 

Pudding  mixes _ _ 

(c)  They  are  used  in  an  amount  not 
greater  than  required  to  prcxluce  the  In¬ 
tended  physical  or  technical  effect,  and 
they  may  be  used  with  shortening  and 
edible  fats  and  oils  when  such  are  re¬ 
quired  in  the  f(X}ds  identified  in  para¬ 
graph  (b)  of  this  section. 

^  172.830  I.artylatcd  fatly  acid  es>lcrs  of 
glycerol  and  propylene  glycol. 

The  food  additive  lactylated  fatty  acid 
esters  of  glycerol  and  propylene  glycol 
may  be  safely  used  in  food  in  accordance 
with  the  following  prescribed  conditions: 

(a)  The  additive  is  a  mixture  of  esters 
produced  by  the  lactylatlon  of  a  product 
obtained  by  reacting  edible  fats  or  oils 
with  propylene  glycol. 

(b)  The  additive  meets  the  following 
specifications:  Water  insoluble  ccHnbined 
lactic  acid,  14-18  percent;  and  acid  num¬ 
ber,  12  maximum. 

(c)  It  is  used  in  amounts  not  in  excess 
of  that  reasonably  required  to  produce 
tlie  intended  physical  effect  as  an  emul¬ 
sifier,  plasticizer,  or  surface-active  agent 
in  f(X)d. 

§  172.8.32  Glycoryl-laclo  chirrs  of  fatly 
acids. 

Glyceryl -lac to  esters  of  fatty  acids 
(the  lactic  acid  esters  of  mono-  and 
diglycerides)  may  be  safely  used  in  fo(xl 
in  accordance  with  the  following  pre¬ 
scribed  conditions; 

(a)  They  are  manufactured  from  glyc¬ 
erin,  lactic  acid,  and  fatty  acids  conform¬ 
ing  with  §  172.860  and/or  oleic  acid 
derived  from  tall  oil  fatty  acids  conform¬ 
ing  with  jS  172.862  and/or  edible  fats 
and  oils. 

(b)  They  are  used  in  amounts  not  in 
excess  of  thdse  reasonably  required  to 
accomplish  their  intended  physical  or 
technical  effect  as  emulsifiers  and  plas¬ 
ticizers  in  food. 

§  172.834  Polygyirrrol  eslen>  of  fatty 
arids. 

Polyglycerol  esters  of  fatty  acids,  up 
to  and  including  the  decaglycerol  esters, 
may  be  safely  used  in  foixi  in  accordance 
with  the  following  prescribed  conditions: 

(a)  They  are  prepared  from  corn  oil, 
cottonseed  oil,  lard,  palm  oil  from  fruit, 
peanut  oil,  safflower  oil,  sesame  oil,  soy¬ 
bean  oil,  and  tallow  and  the  fatty  acids 
derived  from  these  substances  (hydro¬ 
genated  and  nonhydrogenated)  meeting 
the  requirements  of  §  172.860(b)  and/ 


or  oleic  acid  derived  from  tall  oil  fatty 
acids  meeting  the  requirements  of 
§  172.862. 

(b)  They  are  used  as  emulsifiers  in 
food,  in  amounts  not  greater  than  that 
required  to  produce  the  intended  physical 
or  technical  effect. 

(c)  Polyglycerol  esters  of  a  mixture  of 
stearic,  oleic,  and  coconut  fatty  acids  are 
used  as  a  cloud  inhibitor  in  vegetable  and 
salad  oils  when  use  is  not  precluded  by 
standards  of  identity.  The  fatty  acids 
used  in  the  production  of  the  polyglyc¬ 
erol  esters  meet  the  requirements  of 
§  172.860(b).  and  the  polyglycerol  es¬ 
ters  are  used  at  a  level  not  in  excess  of 
the  amount  required  to  perform  its 
cloud-inhibiting  effect.  Oleic  acid  derived 
from  tall  oil  fatty  acids  conforming  with 
§  172.862  may  be  used  as  a  substitute 
for  or  together  with  the  oleic  acid  per¬ 
mitted  by  this  paragraph. 

(d)  Polyglycerol  esters  of  butter  oil 
fatty  acids  are  used  as  emulsifiers  in 
combinaticm  with  other  approved  emul¬ 
sifiers  in  dry,  whipped  topping  base.  The 
fatty  acids  u^  in  the  production  of  the 
polyglycerol  esters  meet  the  require¬ 
ments  of  §  172.860(b).  and  the  poly¬ 
glycerol  esters  are  used  at  a  level  not  in 
excess  of  the  amount  required  to  per¬ 
form  their  emulsifying  effect. 

§  172.836  Propylrnr  glycol  mono-  snd 
diesicrs  of  fats  and  fatty  acids. 

Propylene  glycol  mono-  and  diesters 
of  fats  and  fatty  acids  may  be  safely  used 
in  food,  subject  to  the  foliuwing  pre¬ 
scribed  ccmditions : 

(a)  They  are  produced  from  edible 
fats  and/or  fatty  acids  in  compliance 
with  S  172.860  and/or  oleic  acid  derived 
from  tall  oil  fatty  acids  in  compliance 
with  §  172.862. 

(b)  They  are  used  in  food  in  amounts 
not  in  excess  of  that  reasonably  required 
to  produce  their  intended  effect. 

§  172.838  Propylene  glycol  alginate. 

The  food  additive  propylene  glycol  al¬ 
ginate  may  be  used  as  an  emulsifier, 
stabilizer,  or  thickener  in  foods  in  ac- 
cord^ce  with  the  fc^owing  prescribed 
conduions: 

(a)  The  additive  is  the  ester  of  aiginic 
acid  and  propylene  glycol,  containing 
up  to  85  percent  of  the  carboxylic  acid 
groups  esterifled  with  the  remaining 
groups  either  free  or  neutralized. 

(b)  It  is  used  or  intended  for  use  as 
a  stabilizer  in  ice  cream,  frozep  custard, 
ice  milk,  fruit  sherbet,  and  vtoter  ices 
at  not  to  exceed  0.5  percent  of  the  weight 
of  the  finished  product,  and  is  used  or 
intended  for  use,  in  accordance  with  good 
manufacturing  practice,  as  an  emulsi¬ 
fier,  stabilizer,  or  thickener  in  foods 
except  for  those  standardized  foods  that 
do  not  provide  for  such  use. 

(c)  To  insure  safe  use  of  the  additive, 
the  label  of  the  f(X)d  additive  cemtainer 
shall  bear,  in  addition  to  the  other  in¬ 
formation  required  by  the  act: 

(1)  The  name  of  the  additive,  “pro¬ 
pylene  glycol  alginate”  or  “propylene 
glyccri  ester  of  aiginic  acid", 

(2)  Adequate  directions  for  use. 
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§  1 72.860  Fatty  arids. 

The  food  additive  fatty  acids  may  be 
safely  used  in  food  and  in  the  manufac¬ 
ture  of  food  ccHnponents  in  accordance 
with  the  following  prescribed  conditicms: 

(a)  The  food  additive  consists  of  one 
or  any  mixture  of  the  following  straight- 
chain  monobasic  carboxylic  acids  and 
their  associated  fatty  acids  manufac¬ 
tured  frtHn  fats  and  oils  derived  from 
edible  sources:  Capric  acid,  caprylic  acid, 
lauric  acid,  myristic  acid,  oleic  acid, 
palmitic  acid,  and  stearic  acid. 

<b)  The  food  additive  meets  the  fol¬ 
lowing  specifications: 

(1)  Unsaponifiable  matter  does  not 
exceed  2  percent. 

<2)  It  is  free  of  chick -edema  factor: 

(i)  As  evidenced  during  the  bioassay 
method  for  determining  the  chick- 
edema  factor  as  prescribed  in  paragraph 

(c)  (2)  of  this  section;  or 

(ii)  As  evidenced  by  the  absence  of 
chromatographic  peaks  with  a  retention 
time  relative  to  aldrin  (RA)  between  10 
and  25,  using  the  gas  chromatographic- 
electron  capture  method  prescribe  In 
paragraph  (c)  (3)  of  this  section.  If 
chromatographic  peaks  are  found  with 
RA  values  between  10  and  25,  the  food 
additive  shall  meet  the  requirements  of 
the  bioassay  method  prescribed  In  para¬ 
graph  (c)(2)  of  this  section  for  deter¬ 
mining  chick-edema  factor. 

(c)  For  the  purposes  of  this  section: 

(1)  Unsaponifiable  matter  shall  be  de¬ 
termined  by  the  method  described  In  the 
most  recent  edition  of  “OfiBcial  Methods 
of  Analysis  of  the  Association  of  Official 
Analytical  Chemists."  * 

(2)  Chick-edema  factor  shall  be  de¬ 
termined  by  the  bioassay  method 
described  in  Official  Methods  of  Analysis 
of  the  Association  of  Official  Analytical 
Chemists.  10th  Edition  (1965),  sections 
26.087  through  26.091.* 

(3)  The  gas  chromatographic-electron 
capture  method  for  testing  fatty  acids 
for  chick-edema  shall  be  the  method  de¬ 
scribed  In  the  "Jomiial  of  the  Associa¬ 
tion  of  Official  Analytical  Chemists," 
Volume  50  (No.  1),  pages  216-218 
(1967),*  or  the  modified  method  using  a 
sulfxiric  acid  clean-up  procedure,  as  de¬ 
scribed  In  the  “Journal  of  the  Associa¬ 
tion  of  Official  Analytical  Chemists,” 
Volume  51  (No.  2) .  pages  489-490  (1968)  .* 

(d)  It  is  used  or  Intended  for  use  as 
follows: 

(1)  In  foods  as  a  lubricant,  binder,  and 
as  a  defocuning  agent  In  accordance  with 
good  manufacturing  practice. 

<2)  As  a  component  in  the  manufac¬ 
ture  of  other  food-grade  additives. 

(e)  To  assure  safe  use  of  the  additive, 
the  label  and  labeling  of  the  additive 
and  any  premix  thereof  shall  bear,  in 
addition  to  the  other  information  re¬ 
quired  by  the  act,  the  following: 

(1)  The  common  or  usual  name  of 
the  acid  or  acids  contained  therein. 


>  Ck>ple8  may  be  obtained  from:  Association 
of  Official  Analytical  Chemists,  P.O.  Box  540, 
Benjamin  Franklin  Station.  Washington.  D  C. 
20044. 


(2)  The  words  “food  grade”,  In 
juxtapositimi  with  and  equally  as  prom¬ 
inent  as  the  name  of  the  acid. 

§  172.862  fMeic  acid  derived  from  tall 
oil  fatty  acids. 

The  food  additive  oleic  acid  derived 
from  tall  oil  fatty  acids  may  be  safely 
used  in  food  and  as  a  c<Hnponent  in  the 
manufacture  of  food-grade  additives  in 
accordance  with  the  following  prescribed 
conditions: 

(a)  The  additive  consists  of  purified 
oleic  acid  separated  from  refined  tall  oil 
fatty  acids. 

(b)  The  additive  meets  the  following 
specifications: 

(1)  Specifications  prescribed  in  “Pood 
Chemicals  Codex”  for  oleic  acid,  except 
that  titer  (solidification  point)  shall  not 
exceed  13.5*  C  and  unsaponifiable  mat¬ 
ter  shall  not  exceed  0.5  percent. 

(2)  The  resin  acid  content  does  not 
exceed  0.01  percent  as  determined  by 
ASTM  Method  D  1240-54  (1961).* 

(3)  The  requirements  for  absence  of 
chick-edema  factor  as  prescribed  in 
§  172.860. 

(c)  It  is  used  or  intended  for  u.se  as 
follows: 

(1)  In  foods  as  a  lubricant,  binder,  and 
defoaming  agent  in  accordance  with  good 
manufacturing  practice.  . 

(2)  As  a  component  in  the  manufac¬ 
ture  of  other  food-grade  additives. 

(d)  To  assure  safe  use  of  the  additive, 
the  label  and  labeling  of  the  additive 
and  any  premix  thereof  shall  bear,  in  ad¬ 
dition  to  the  other  Information  required 
by  the  act,  the  following : 

(1)  The  common  or  usual  name  of  the 
acid. 

(2)  The  words  “food  grade'*  in  juxta¬ 
position  with  and  equally  as  prominent 
as  the  name  of  the  acid. 

§  172.863  Salts  of  fatty  acids. 

The  food  additive  salts  of  fatty  acids 
may  be  safely  used  In  food  and  in  the 
manufacture  of  food  cmnponents  in  ac¬ 
cordance  with  the  following  prescribed 
conditions: 

(a)  The  additive  consists  of  one  or  any 
mixture  of  two  or  more  of  the  aluminum, 
calcium,  magnesium,  potassium,  and  so¬ 
dium  salts  of  the  fatty  acids  conforming 
with  §  172.860  and/or  oleic  acid  derived 
from  tall  oil  fatty  acids  conforming  with 
§  172.862. 

(b)  The  food  additive  is  used  or  in¬ 
tended  for  use  as  a  binder,  emulsifier, 
and  anticaking  agent  in  food  in  accord- - 
ance  with  good  manufacturing  practice. 

(c)  To  assure  safe  use  of  the  additive, 
the  label  and  labeling  of  the  additive 
and  any  premix  thereof  shall  bear,  in 
addition  to  the  other  information  re¬ 
quired  by  the  act,  the  following: 

(1)  The  common  or  usual  name  of 
the  fatty  acid  salt  or  salts  contained 
therein. 

(2)  The  words  “food  grade",  in  juxta¬ 
position  with  and  equally  as  prominent 
as  the  name  of  the  salt. 


<Ck)pies  may  be  obtained  fronr  American 
Society  tor  Testing  and  MateriaJ.v.  J916  Race 
Street.  Philadelphia,  PA  19103 


§  172.864  Synthetic  fatty  alcohol*.. 

Sjmthetic  fatty  alcohols  may  be  safely 
used  in  food  and  in  the  synthesis  of  food 
components  in  accordance  with  the  fol¬ 
lowing  prescribed  conditions: 

(a)  The  food  additive  consists  of  any¬ 
one  of  the  following  fatty  alcohols: 

(1)  Hexyl,  octyl,  decyl,  lauryl,  myristyl, 
cetyl,  and  stearyl;  manufactured  by  frac¬ 
tional  distillation  of  alcohols  obtained 
by  a  sequence  of  oxidation  and  hydrol¬ 
ysis  of  organo-aluminums  generated  by 
the  controlled  reaction  of  low  molecular 
weight  trialkylaluminum  with  purified 
ethylene  (minimum  99  percent  by  vol¬ 
ume  C:H,) ,  and  utilizing  the  hydrocarbon 
solvent  as  defined  in  paragraph  (b>  of 
this  section,  such  that: 

(1)  Hexyl,  octyl,  decyl,  lauryl,  and 
myristyl  alcohols  contain  not  less  than 
99  percent  of  total  alcidiols  and  not  less 
than  96  percent  of  straight  chain  al¬ 
cohols.  Any  nonalcoholic  impurities  are 
primarily  paraffins. 

(ii)  Cetyl  and  stearyl  alcohols  con¬ 
tain  not  less  than  98  percent  of  total 
alcohols  and  not  less  than  94  percent  of 
straight  chain  alcohols.  Any  nonalco¬ 
holic  impurities  are  primarily  paraffins. 

(iii)  The  synthetic  fatty  alcohols  con¬ 
tain  no  more  than.  0.1  weight  percent  of 
total  diols  as  determined  by  a  method 
available  upon  request  from  the  Com¬ 
missioner  of  Food  and  Drugs. 

(2)  Hexyl,  octyl,  and  decyl;  manufac¬ 
tured  by  fractional  distillation  of  alco¬ 
hols  obtained  by  a  sequence  of  oxidation, 
hydrolysis,  and  cataljdJc  hydrogenation 
(catalyst  consists  of  copper,  chromium, 
and  nickel)  of  organb-aluminums  gen¬ 
erated  by  the  controlled  reactlim  of  low 
molecular  weight  trialkylaluminum  with 
purified  ethylene  (minimum  99  percent 
by  volume  C>H«),  and  utilizing  an  ex¬ 
ternal  coolant  such  that  these  alcohols 
meet  the  specifications  precribed  in 
paragraph  (a)(1)  (1)  and  (iii)  of  this 
section. 

(b)  The  hydrocarbon  solvent  used  in 

the  process  described  in  paragraph  (a) 
(1)  of  this  section  is  a  mixture  of  liquid 
hydrocarbons  essentially  paraffinic  in 
nature,  derived  from  petroleum  and  re¬ 
fined  to  meet  the  specifications  described 
in  paragraph  (b)(1)  of  this  section  when 
subjected  to  the  procedures  described  in 
paragraph  (b)  (2)  and  (3)  of  this 

section. 

(1)  The  hydrocarbon  solvent  meets 
the  following  specifications: 

(i)  Boiling-point  range:  175'  C- 
275*  C. 

(ii)  Ultraviolet  absorbance  limits  as 
follows : 

.  Maximum 

absorbance 
per  centimeter 
optical  path 


Wavelength  (millimicrons) :  length 

280-289  . - . - .  0.  16 

290-299  . . . 12 

300-359  . - . - .  .  06 

360-400  . . - . 02 


(2)  Use  ASTM  Method  D-86*  to  de¬ 
termine  boiling  point  range. 
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(3)  The  analytical  method  for  deter¬ 
mining  ultraviolet  absorbance  limits  is 
as  follows: 

CENEBAL  iNSTKCCnONS 

All  glassware  should  be  scrupulously 
cleaned  to  remove  all  organic  matter  such 
as  oil,  grease,  detergent  residues,  etc.  Ex¬ 
amine  all  glassware,  including  stoppers  and 
stopcocks,  under  ultraviolet  light  to  detect 
any  residual  fluorescent  contamination.  As  a 
precautionary  measure,  it  is  recommended 
practice  to  rinse  all  glassware  with  purified 
isooctane  Immediately  before  use.  No  grease 
is  to  be  used  on  stopcocks  or  Joints.  Great 
care  to  avoid  contamination  of  hydrocarbon 
solvent  samples  in  handling  and  to  assure 
absence  of  any  extraneous  material  arising 
from  inadequate  packaging  is  essential.  Be¬ 
cause  some  of  the  polynuclear  hydrocarbons 
sought  in  this  test  are  very  susceptible  to 
photo-oxidation,  the  entire  procedure  is  to 
be  carried  out  under  subdued  light. 

Apparatus 

Chromatographic  tube.  450  millimeters  in 
length  (packing  section),  inside  diameter  19 
millimeters  ±  1  millimeter,  equipped  with  a 
wad  of  clean  Pyrex  brand  filtering  wool 
(Coming  Glass  Works  Catalog  No.  3950  or 
equivalent).  The  tube  shall  contain  a  250- 
mllllliter  reservoir  and  a  2-mlllimeter  tetra- 
fluoroethylene  polymer  stopcock  at  tire  op¬ 
posite  end.  Overall  length  of  the  tube  is  670 
millimeters. 

Stainless  steel  rod.  2  feet  in  length,  2  to  4 
millimeters  in  diameter. 

Vacuum  oven.  Similar  to  Labline  No.  3610 
but  modified  as  follows:  A  copper  tube  one- 
fourth  inch  in  diameter  and  13  Inches  in 
length  is  bent  to  a  right  angle  at  the  4-inch 
point  and  plugged  at  the  opposite  end;  eight 
copper  tubes  one-eighth  Inch  in  diameter 
and  5  Inches  in  length  are  silver  soldered  in 
drilled  holes  (one-eighth  Inch  in  diameter) 
to  the  one-fourth-inch  tube,  one  on  each 
side  at  the  5-.  7.5-,  10-  and  12.5-lnch  points; 
the  one-eighth-inch  copper  tubes  are  bent 
to  conform  with  the  inner  periphery  of  the 
oven. 

Beakers.  250-mllllllter  and  600-milliliter 
capacity.  ' 

Graduated  cylinders.  25-mlllillter,  50-mll- 
llllter,  and  150-milllliter  capacity. 

Tuberculin  syringe.  1-milllliter  capacity, 
with  3-lnch,  22-gauge  needle. 

Volumetric  flask.  5-mllllliter  capacity. 

Spectrophotometric  cells.  Fused  quartz 
ground  glass  stoppered  cells,  optical  path 
length  in  the  range  of  1.000  centimeter 
±0.005  centimeter.  With  distilled  water  In 
the  cells,  determine  any  absorbance  differ¬ 
ence. 

Spectrophotometer.  Spectral  range  260 
millimicrons — 400  millimicrons  with  spectral 
slit  width  of  2  millimicrons  or  less :  under  in¬ 
strument  operating  conditions  for  these  ab¬ 
sorbance  measurements,  €he  spectrophotom¬ 
eter  shall  also  meet  the  following  perform¬ 
ance  requirements: 

Absorbance  repeatability,  ±0.01  at  0.4 
absorbance. 

Absorbance  accuracy,'  ±0.05  at  0.4  ab¬ 
sorbance. 

Wavelength  repeatability,  ±0.2  millimi¬ 
cron. 


'  As  determined  by  procedure  using  potas¬ 
sium  chromate  for  reference  standard  and 
Circular  484,  Spectrophotometry.  n.S.  De¬ 
partment  of  Commerce,  1040.  The  accuracy 
described  in  National  Bureau  of  Standards 
is  to  be  determined  by  otunparlson  with  the 
standard  values  at  200,  345,  and  400  milli¬ 
microns. 


Wavelength  accuracy,  ±1.0  millimicron. 

Nitrogen  cylinder.  Water-pumped  or  equiv¬ 
alent  purity  nitrogen  in  cylinder  equipped 
with  regulator  and  valve  to  control  flow  at 
5  p.s.l.g. 

Reagents  and  Materials 

Organic  solvents.  All  solvents  used  through¬ 
out  the  procedure  shall  meet  the  specifica¬ 
tions  and  tests  described  in  this  specifica¬ 
tion.  The  isooctane,  benzene,  hexane,  and 
1,3-dichloroethane  designated  in  the  list  fol¬ 
lowing  this  paragraph  shall  pass  the  follow¬ 
ing  test; 

To  the  specified  quantity  of  solvent  in  a 
250-milliliter  beaker,  add  1  milliliter  of  puri¬ 
fied  n-hexadecane  and  evaporate  in  the 
vacuum  oven  under  a  stream  of  nitrogen.  Dis¬ 
continue  evaporation  when  not  over  1  milli¬ 
liter  of  residue  remains.  (To  the  residue  from 
benzene  add  a  5-mllliliter  portion  of  purified 
isooctane,  reevaporate,  and  repeat  once  to 
insure  complete  removal  of  benzene.) 

Dissolve  the  1  milliliter  of  hexadecane  resi¬ 
due  in  Isooctane  and  make  to  5  milliliters 
volume.  Determine  the  absorbance  in  the 
1 -centimeter  path  length  cells  compared  to 
isooctane  as  reference.  The  absorbance  of  the 
solution  of  the  solvent  residue  shall  not  ex¬ 
ceed  0.02  per  centimeter  path  length  between 
280  and  300  mu  and  shall  not  exceed  0.01 
per  centimeter  path  length  between  300  and 
400  m^. 

Isooctane  (2,2,4~trimethylpentgne) .  Use  10 
milliliters  for  the  test  described  in  the  pre¬ 
ceding  paragraph.  If  necessary.  Isooctane  may 
be  purified  by  passage  through  a  column  of 
activated  silica  gel  (Grade  12,  Davison  Chem¬ 
ical  Co.,  Baltimore,  Md.,  or  equivalent). 

Benzene,  spectro  grade  (Burdick  and  Jack- 
son  Laboratories,  Inc.,  Muskegon,  Mich.,  or 
equivalent).  Use  80  milliliters  for  the  test. 
If  necessary,  benzene  may  be  purified  by  dis¬ 
tillation  or  otherwise. 

Hexane,  spectro  grade  (Burdick  and  Jack- 
son  Laboratories,  Inc.,  Muskegon,  Mich.,  or 
equivalent) .  Use  650  milliliters  for  the  test. 
If  neces.sary,  hexane  may  be  purified  by  dis¬ 
tillation  or  otherwise. 

1,2-Dichloroethane,  .spectro  grade  (Mathe- 
spn,  Coleman,  and  Bell,  East  Rutherford. 
NJ.,  or  equivalent) .  Use  20  milliliters  for  test. 
If  necessary,  1 ,2-dlchloroethane  may  be  puri¬ 
fied  by  distillation. 

Eluting  mixtures: 

1.  10  percent  1 ,2-dichloroethane  in  hexane. 
Plpet  100  milliliters  of  1.2-dichloroetbane 
into  a  1 -liter  glass-stoppered  volumetric  fla.sk 
and  adjust  to  volume  with  hexane,  w'lth 
mixing. 

2.  40  percent  benzene  in  hexane.  Plpet  400 
milliliters  of  benzene  into  a  1-llter  glsuss- 
stoppered  volumetric  flask  and  adjust  to 
volume  with  hexane,  with  mixing. 

n-Hexadecane,  99  percent  olefln-free. 
Dilute  l.Q  milliliter  of  n-hexadecane  to  5 
milliliters  with  isooctane  and  determine  the 
absorbance  in  a  1 -centimeter  cell  compared 
to  Isooctane  as  reference  between  280  m«- 
400  mu.  The  absorbance  per  centimeter  path 
length  shall  not  exceed  0.00  In  this  range.  If 
necessary,  n-hexadecane  may  be  purified  by 
percolation  through  activated  silica  gel  or  by 
dlstlllaUon. 

Silica  gel,  28-200  mesh  (Grade  12,  Davison 
Chemical  Co.,  Baltimore,  Md.,  or  equivalent) , 
Activate  as  follows:  Weigh  about  900  grams 
into  a  1-gallon  bottle,  add  100  milliliters  of 
de-ionlzed  water,  seal  the  bottle  and  shake 
and  roll  at  intervals  for  1  hour.  Allow  to 
equilibrate  overnight  in  the  sealed  bottle. 
Activate  the  gel  at  150*  C  for  16  hours,  in 
a  2-incb  x  7-lnch  z  12-inch  porcelain  pan 
loosely  covered  with  aluminum  foil,  cool  in 
a  desslcator,  transfer  to  a  bottle  and  seal. 


Procedure 

Determination  of  ultraviolet  absorbance. 
Before  proceeding  with  the  analysis  of  a 
sample  determine  the  absorbance  in  a  1- 
centimeter  path  cell  for  the  reagent  blank  by 
carrying  out  the  procedure  without  a  sample. 
Record  the  absorbance  in  the  wavelength 
range  of  280  to  400  millimicrons.  Typical 
reagent  blank  absorbance  in  this  range 
should  not  exceed  0.04  in  the  280  to  299  milli¬ 
micron  range.  0.02  in  the  300  to  359  milli¬ 
micron  range,  and  0.01  in  the  360  to  400 
millimicron  range.  If  the  characteristic  ben¬ 
zene  peaks  in  the  250  to  260  millimicron 
region  are  present,  remove  the  benzene  by 
the  procedure  described  above  under  ‘"Re- 
agents  and  Materials.”  “Organic  Solvents,” 
and  record  absorbance  again. 

Transfer  50  grams  of  silica  gel  to  the 
chromatographic  tube  for  sample  analysis. 
Raise  and  drop  the  column  on  a  semlsoft, 
clean  surface  for  about  1  minute  to  settle 
the  gel.  Pour  100  milliliters  of  hexane  into 
the  column  with  the  stopcock  open  and 
allow  to  drain  to  about  one-half  inch  above 
the  gel.  Turn  off  the  stopcock  and  allow 
the  column  to  cool  for  30  minutes.  After 
cooling,  vibrate  the  column  to  eliminate  air 
and  stir  the  top  1  to  2  inches  with  a  small 
diameter  stainless  steel  rod.  Take  care  not 
to  get  the  gel  above  the  liquid  and  onto  the 
sides  of  the  column.  ^ 

Weigh  out  40  grams  ^0.1  gram  of  the 
hydrocarbon  solvent  sample  into  a  250-mllll¬ 
llter  beaker,  add  50  milliliters  of  hexane,  and 
pour  the  solution  into  the  column.  Rinse 
the  beaker  with  50  milliliters  of  hexane  and 
add  this  to  the  column.  Allow  the  hexane 
sample  solution  to  elute  into  a  500-mllliliter 
beaker  until  the  solution  is  about  one-half 
inch  above  the  gel.  Rinse  the  column  three 
times  vyith  50-milllllter  portions  of  hexane. 
Allow  each  hexane  rinse  to  separately  elute 
to  about  one-half  inch  above  the  gel.  Re¬ 
place  the  eluate  beaker  (discard  the  hexane 
eluate)  with  a  250-mllllllter  beaker.  Add  two 
separate  25-mllllllter  portions  of  10  percent 
1.2-dlchloroethane  and  allow  each  to  sep¬ 
arately  elute  as  before.  Finally,  add  150 
milliliters  of  10  percent  1 ,2-dlchloroethane 
for  a  total  of  200  milliliters.  When  the  final 
10  percent  1.2-dlchloroethane  fraction  is 
about  one-half  inch  above  the  top  of  the 
gel  bed,  replace  the  receiving  beaker  (dis¬ 
card  the  1.2-dlchloroethane  eluate)  with  a 
250-mllllllter  beaker  containing  1  milliliter 
of  hexadecane.  Adjust  the  elution  rate  to  2 
to  3  milliliters  per  minute,  add  two  3&-milli- 
llter  portions  of  40  percent  benzene  and 
allow  each  to  separately  elute  as  before  to 
within  about  one-half  inch  of  the  gel  bed. 
Finally,  add  150  milliliters  of  40  percent 
benzene  for  a  total  of  200  milliliters.  Evap¬ 
orate  the  benzene  in  the  oven  with  vacuum 
and  sufficient  nitrogen  flow  to  just  ripple  the 
top  of  the  benzene  solution.  When  the  ben¬ 
zene  is  removed  (as  determined  by  a  constant 
volume  of  hexadecane)  add  6  milliliters  of 
Isooctane  and  evaporate.  Repeat  once  to  in¬ 
sure  complete  removal  of  benzene.  Remove 
the  beaker  and  cover  with  aluminum  foil 
(previously  rinsed  with  hexane)  until  cool. 

Quantitatively  transfer  the  hexadecane 
residue  to  a  5-milliliter  volumetric  flask  and 
dilute  to  volume  with  Isooctane.  Determine 
the  absorbance  of  the  solution  in  1 -centi¬ 
meter  path  length  cells  between  280  and  4(X) 
millimicrons  using  isooctane  as  a  reference. 
Correct  the  absorbance  values  for  any  ab¬ 
sorbance  derived  from  reagents  as  deter¬ 
mined  by  carrying  out  the  procedure  with¬ 
out  a  sample.  If  the  corrected  absorbance 
does  not  exceed  the  limits  prescribed  in  sub- 
paragraph  (b)(1)  (il)  of  this  section,  the 
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sample  meets  the  ultraviolet  absorbance 
specifications  Iot  hydrocarbon  solvent. 

(c)  S3aithetlc  fatty  alcohols  may  be 
used  as  follows: 

(1)  As  substitutes  for  the  correspond¬ 
ing  naturally  derived  fatty  alcohols  per¬ 
mitted  in  food  by  existing  regulations  in 
this  part  or  Part  173  of  this  chapter  pro¬ 
vided  that  the  use  is  in  compliance  with 
any  prescribed  limitations. 

(2)  As  substitutes  for  the  correspond¬ 
ing  naturally  derived  fatty  alcohols  used 
as  intermediates  in  the  synthesis  of  food 
additives  and  other  substances  permitted 
in  food. 

§  172.866  .Synlliciic  glyrcrin  pr»Mliicod 
by  llic  lly«^ro>scn€»ly^i^i  of  rarbohy- 
firalcK. 

Synthetic  glycerin  produced  by  the 
hydrogenolysis  of  carbohydrates  may  be 
safely  used  in  food,  sub.iect  to  the  pro¬ 
visions  of  this  section: 

(a)  It  shall  contain  not  in  excess  of 
0.2  percent  by  weight  of  a  mixture  of 
butanetriols. 

(b)  It  is  used  or  intended  for  use  in 
an  amount  not  to  exceed  that  reasonably 
required  to  produce  its  intended  effect. 

§  172.868  Kihyl  fclluloM-. 

The  food  additive  ethyl  cellulose  may 
be  safely  used  in  food  in  accordance  with 
the  following  prescribed  conditions: 

(a)  The  food  additive  is  a  cellulose 
ether  containing  ethoxy  (OCjHj)  groups 
attached  by  an  ether  linkage  and  con¬ 
taining  on  an  anhydrous  basis  not  more 
than  2.6  ethoxy  groups  per  anhydro- 
glucose  unit. 

<b)  It  is  used  or  intended  for  u.se  as 
follows: 

(1)  As  a  bindei-  and  filler  m  dry  vita¬ 
min  preparations. 

(2)  As  a  component  of  protective  coat¬ 
ings  for  vitamin  and  mineral  tablets. 

(3)  As  a  fixative  in  flavoring  com¬ 
pounds. 

§  172.870  Hydr«*vj  I  •■«*llul€>!«4‘. 

•nie  food  additive  hydroxypropyl  cel¬ 
lulose  may  be  safely  used  in  food,  except 
standardized  foods  that  do  not  provide 
for  such  use,  in  accordance  with  the 
following  prescribed  conditions: 

(a)  The  additive  is  a  cellulose  ether 
containing  propylene  glycol  groups  at¬ 
tached  by  an  eUier  linkage  and  contains, 
on  an  anhydrous  basis,  not  more  than  4.6 
hydroxypropyl  groups  per  anhydroglu- 
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cose  unit.  The  additive  has  a  minimum 
viscosity  of  145  centlpolses  for  10  percent 
by  weic^t  aqueous  solution  at  25*  C. 

(b)  The  additive  is  used  or  intended 
for  use  as  an  emulsifier,  film  former,  pro¬ 
tective  colloid,  stabilizer,  suspending 
agent,  or  thickener.  In  accordance  with 
good  manufacturing  practice. 

§  1 72.872  Metbyl  etbyi  celluloi>f-. 

The  food  additive  methyl  ethyl  cellu¬ 
lose  may  be  safely  used  in  food  in  ac¬ 
cordance  with  the  following  prescribed 
conditions. 

(a)  The  additive  Is  a  cellulose  ether 
having  the  general  formula  ICsHdo-i 
05(CH3)x(C2H6)y]ti,  where  x  is  the  num¬ 
ber  of  methyl  groups  and  y  is  the  num¬ 
ber  of  ethyl  groups.  The  average  value 
of  X  is  0.3  and  the  average  value  of  y 
is  0.7. 

<b)  The  additive  meets  the  following 
specifications: 

(1)  The  methoxy  content  shall  be  not 
less  than  3.5  percent  and  not  more  than 

6.5  percait,  calculated  as  OCHn,  and  the 
ethoxy  content  shall  be  not  less  than 

14.5  percent  and  not  more  than  19 
percent,  calculated  as  CX;;2H.'-,,  both  meas¬ 
ured  on  the  dry  sample. 

(2)  The  viscosity  of  an  aqueous  solu¬ 
tion,  2.5  grams  of  the  material  in  100 
milliliters  of  water,  at  20*  C,  is  20  to 
60  centipoises. 

(3)  The  ash  content  on  a  dry  basis 
has  a  maximum  of  0.6  percent. 

(c)  The  food  additive  is  used  as  an 
aerating,  emulsifying,  and  foaming 
agent,  in  an  amoimt  not  in  excess  of  that 
reasonably  required  to  produce  its  in¬ 
tended  effect. 

§  172.874  l]>(tr4»x>prup>i  nictlixb-el- 
lulohc. 

The  food  additive  hydroxypropyl 
methylcellulose  may  be  safely  used  in 
food,  except  confectionery  and  except 
in  standardized  foods  which  do  not  pro¬ 
vide  for  such  use  if : 

(a)  The  additive  ccnnplies  with  the 
definition  and  specifications  prescribed 
in  the  National  Formulary,  12th  edition. 

(b)  It  is  used  or  intended  for  use  as 
an  emulsifier,  film  former,  protective 
colloid,  stabilizer,  suspending  agent,  or 
thickener,  in  accordance  with  good 
manufacttiring  practice. 

(c)  To  insure  safe  use  of  the  additive, 
the  container  of  the  additive.  In  addi¬ 
tion  to  being  labeled  as  required  by  the 


general  provisions  of  the  act.  shall  be 
accompanied  by  labeling  which  contains 
adequate  directions  for  use  to  provide  a 
final  product  that  complies  with  the 
limitations  prescribed  in  paragraph  (b) 
of  this  section. 

§  1 72.876  Castor  oil. 

The  food  additive  castor  oil  may  be 
safely  used  In  accordance  with  the  fol¬ 
lowing  conditions: 

(a)  The  additive  meets  the  specifica¬ 
tions  of  the  United  States  Pharmacopeia 
xvn. 

<b)  Tlie  additive  Is  used  or  intended 
for  use  as  follows: 

Use  and  Limitations 

Hard  candy  production — Aa  a  release  agent 
and  antiaticklng  agent,  not  to  exceed  600 
parts  per  million  In  bard  candy. 

Vitamin  and  mineral,  tablets — A.<i  a  com¬ 
ponent  of  protective  coatings. 

§  172.878  White  mineral  oil. 

White  mineral  oil  may  be  safely  used 
in  food  in  accordance  with  the  following 
conditions: 

(a)  White  mineral  oil  is  a  mixture  of 
liquid  hydrocarbons,  essentially  paraffin¬ 
ic  and  naphthenic  in  nature  obtained 
from  petroleum.  It  is  refined  to  meet  the 
following  specifications: 

^  <1)  It  meets  the  test  requirements  of 
U.S.P.  xvn  for  readily  carbonizable  sub¬ 
stances  (page  399). 

(2)  It  meets  the  test  requirements  of 
U.S.P.  XVII  for  sulfur  compounds  (page 
400). 

(3)  It  meets  the  specifications  pre¬ 
scribed  in  the  Journal  of  the  Association 
of  Official  Analytical  Chemists.  Volume 
45,  page  66  (1962)  ’  after  coirection  of  the 
ultraviolet  absorbance  for  any  ab¬ 
sorbance  due  to  added  antioxidants. 

(b)  White  mineral  oil  may  contain  any 
antioxidant  permitted  in  food  by  regula¬ 
tions  issued  in  accordance  with  section 
409  of  the  act,  in  an  amount  not  greater 
than  that  required  to  produce  its 
intended  effect. 

(c)  White  mineral  oil  is  used  or  in¬ 
tended  for  use  as  follows: 


*  "Collaborative  Study  of  tbe  Determina¬ 
tion  of  Soluble  Solids  in  Tomato  Products  by 
Refractive  Index  Expressed  as  Percent  Suc- 
croae”  by  Frank  C.  Lamb,  National  Canners 
Association,  1960  Sixth  Street,  Berkeley,  CA 
94710,  “Journal  of  the  Association  of  Official 
Analytical  Chemists,”  voL  53,  No.  6  (1949). 
pp.  1060-54.  Adopted  as  official,  first  action  at 
the  1669  AOAC  meeting. 
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Limitation  {inclusive  of  all  petro¬ 
leum  hpdncarbons  that  man  ^ 
used  in  comMnatfon  toitfi 
Use  tohite  mineral  oil) 

1.  As  a  release  agent,  binder,  and  lubricant  In  or  on  Not  to  exceed  0.6%  of  the  capsule 
capsules  and  tablets  containing  concentrates  of  or  tablet. 

flavoring,  spices,  condiments,  and  nutrients  Intended 
for  addition  to  food,  excluding  confectionery. 

2.  As  a  release  agent,  binder,  and  lubricant  In  or  on  Not  to  exceed  0.6%  of  the  capsule 
capsules  and  tablets  containing  food  for  special  die-  or  tablet. 

tary  use. 

3.  As  a  float  on  fermentation  fluids  In  the  manufacture  In  an  amount  not  to  exceed  good 
of  vinegar  and  wine  to  prevent  or  retard  access  of  air,  manufacturing  practice, 
evaporation,  and  wild  yeast  contamination  during 

fermentation. 

4.  As  a  defoamer  In  food.. _ _ _  In  accordance  with  §  173.340  of 

this  chapter. 

5.  In  bakery  products,  as  a  release  agent  and  lubricant —  Not  to  exceed  0.15%  of  bakery 

products. 

6.  In  dehydrated  fruits  and  vegetables,  as  a  release  Not  to  exceed  0.0^%  of  dehy- 

agent.  dated  fruits  and  vegetables. 

7.  In  egg  white  solids,  as  a  release  agent . —  Not  to  exceed  0.1%  of  egg  white 

solids. 

8.  On  raw  fruits  and  vegetables,  as  a  protective  coating.,  in  an  amount  not  to  exceed  good 

manufactiulng  practice. 

9.  In  frozen  meat,  as  a  con^ionent  of  hot-melt  coating..  Not  to  exceed  0.095%  of  meat. 

10.  As  a  protective  float  on  brine  used  in  the  curing  of  In  an  amount  not  to  exceed  good 

pickles.  mimufacturing  practice. 

11.  In  molding  starch  used  in  the  manufacture  of  con-  Not  to  exceed  0.3  percent  In  the 

fectlonery.  molding  starch. 

12.  As  a  release  agent,  binder,  and  lubricant  In  the  manu-  Not  to  exceed  0.15  percent  of 

facture  of  yeast.  yeast. 

13.  As  an  antidusting  agent  In  sorbic  acid  for  food  use..  Not  to  exceed  0.25  percent  In  the 

sorbic  add. 

14.  As  release  agent  and  as  sealing  and  polishing  agent  Not  to  exceed  0.2  percent  of  oon- 

In  the  manufacture  of  confectionery.  fectlonery. 


§  172.880  Petrolatum. 

Petrolatum  may  be  safely  used  In  food,  subject  to  the  provisions  of  this  sectl<m. 

(a)  Petrolatum  compiles  with  the  specifications  set  forth  In  the  U.8.  Phar- 
macopela  XVn  for  white  petrolatum  or  In  The  Natlonl  Formulary  xn  for 
petrolatum. 

(b)  Petrolatum  meets  the  following  ultraviolet  absorbance  limits  when  sub¬ 
jected  to  the  analytical  procedure  described  in  S  172.886(b) : 

Ultraviolet  absorbance  per  centimeter  path  length: 

Millimicrons:  Maximum 

280-289  . . . . . . — — 

290-299  _ _ _ _ _ _  •**) 

300-359  - - - - - -  •  ** 

360-400  - - - - - - . - - -  -O* 


(c)  Petrolatum  is  used  or  Intended  for  use  as  follows : 

Limitation  {inclusive  of  all  petroleum  hydro¬ 
carbons  that  may  be  us^  in  combiruition 
Use  with  petrolatum) 


In  bakery  products;  as  release  agent  and  With  white  mineral  oil,  not  to  exceed  0.15 
lubricant.  .  percent  of  bakery  product. 

In  confectionery:  as  release  agent  and  as  Not  to  exceed  0.2  percent  of  confectionery, 
sealing  and  polishing  agent. 

In  dehydrated  fruits  and  vegetables;  as  re-  Not  to  exceed  0.02  percent  of  dehydrated 
lease  agent.  fruits  and  vegetables. 

In  egg  white  solids;  as  release  agent _  Not  to  exceed  0.1  percent  of  egg  white  solids. 

On  raw  fruits  and  vegetables;  as  protective  In  an  amount  not  to  exceed  good  manufac- 
coatlng.  turlng  practice.- 

In  beet  sugar  and  yeast;  as  defoamlng  As  prescribed  In  I  173.340  of  this  chapter, 
agent. 

(d)  Petrolatum  may  contain  any  antioxidant  permitted  in  food  by  regulations 
issued  in  accordance  with  section  409  of  the  act,  in  an  amount  not  greater  than  that 
required  to  produce  its  Intended  effect. 


§  172.882  Synthetic  isoparaffinir  petro¬ 
leum  hydrocarbons. 

Synthetic  isoparafflnic  petroleum  hy¬ 
drocarbons  may  be  safdy  used  In  food, 
in  accordance  with  the  following  condi¬ 
tions: 


(a)  They  are  produced  by  synthesis 
from  petroleum  gases  and  consist  of  a 
mixture  of  liquid  hydrocarbons  meeting 
the  following  specifications; 

Bolling  point  200*-600*  F,  as  determined  by 
A.S.T.M.  Method  l>-86. 


Ultraviolet  absorbance: 

260-319  millimicrons — 1.5  maximum. 
320-329  millimicrons — 0.06  maximum. 
330-350  millimicrons — 0.05  maximum. 
Nonvolatile  residue:  0.002  gram  per  100  milli¬ 
liters  maximum. 

Synthetic  isoparafiBnic  petroleum  hydro¬ 
carbons  containing  antioxidants  shall 
meet  the  specified  ultraviolet  absorbance 
limits  after  correction  for  any  absorb¬ 
ance  due  to  the  antioxidants.  The  ultra¬ 
violet  absorbance  shall  be  determined  by 
the  procedure  described  for  application 
to  mineral  oil  under  “Specifications”  on 
page  66  of  the  Journal  of  the  Association 
of  Official  Analytical  Chemists,  Vol.  45 
(February  1962),  disregarding  the  last 
sentence  of  that  procedure.  For  hydro¬ 
carbons  boiling  below  250*  P,  the  non¬ 
volatile  residue  shall  be  determined  by 
A.S.T.M.  procedure  D-1353;  for  those 
boiling  above  250*  F.  A.S.T.M.  procedure 
D-381  shall  be  used. 

(b)  Isoparaffinlc  petroleum  hydrocar¬ 
bons  may  contain  antioxidants  author¬ 
ized  for  use  in  food  in  an  amount  net 
to  exceed  that  reasonably  required  to  ac¬ 
complish  the  Intended  technical  effect 
nm*  to  exceed  any  prescribed  limitations. 

(c)  Sjmthetlc  isoparaffinic  petroleum 
hydrocarbons  are  used  or  intended  for 
use  as  follows: 

Uses  Limitations 

1.  In  the  froth -flotation  In  an  amount 

cleaning  of  vege-  not  to  exceed 
tables.  good  manufac¬ 

turing  prac¬ 
tice. 

2.  As  a  component  of  Do. 

Insecticide  formula¬ 
tions  for  use  on 
processed  foods. 

3.  As  a  component  of  Do. 

coatings  on  fruits 
and  vegetables.  • 

4.  As  a  coating  on  shell  Do. 

eggs. 

5.  As  a  float  on  fermen-  Do. 

tatlon  fluids  in  the 
manufacture  of  vin¬ 
egar  and  wine  and 
on  brine  used  In 
curing  pickles,  to  ’ 
prevent  or  retard 
access  of  air,  evapo¬ 
ration,  and  contam¬ 
ination  with  wild 
organisms  during 
fermentation. 

§  172.884  Odorless  light  petroleum  hy¬ 
drocarbons. 

Odorless  light  petroleum  hydrocarbons 
may  be  safely  used  in  food,  in  accord¬ 
ance  with  the  following  prescribed 
conditions: 

(a)  The  additive  is  a  mixture  of  liquid 
hydrocarbons  derived  from  petroleum  or 
synthesized  from  petroleum  gases.  The 
additive  is  chiefly  paraffinic,  isoparaffinic, 
or  naphthenic  in  nature. 

(b)  The  additive  meets  the  following 
specifications: 

( 1  >  Odor  is  faint  and  not  kerosenic. 

(2)  Initial  boiling  point  is  300*  F 
minimum. 

(3)  Final  boiling  point  is  650*  F 
maximum. 

(4)  Ultraviolet  absorbance  limits  de¬ 
termined  by  method  specified  in  $  178.- 
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3620(b)  (1)  (li)  of  this  chapter,  as  fol¬ 
lows: 


Waveloiigth  ni^: 

280-289 . 

2!»-299- . 

300-329 . 

330-360 . 


Miimum  ahiorlr 
•%€€  per  eenti- 
mtter  eptktl 
patUeaetH 

4.0 

3.3 

2.3 
.8 


(c)  The  additive  Is  u.sed  as  follows: 


Vte 


JJmilation* 


Af  a  coaling  on  shell  eggs. 


An  a  defoanipr  in  processing 
beet  sugar  and  yeast. 

As  a  float  on  fennentation 
fluids  in  the  manufacture  of 
vinegar  and  wine  to  prevent 
or  retard  access  ot  air,,  evap¬ 
oration.  and  wild  yeast  eou- 
tamination  during  fermenta- 
tion. 

In  the  froth-flotation  cleaning 
of  vegetables. 

As  a  component  of  insecticide 
formulations  used  in  oom- 
plianee  with  regulations  is- 
soed  in  Parts  170  through  189 
of  this  chapter. 


In  an  amount  not  to 
exceed  good  manu- 
focturing  practice. 

Complying  with 
f  173.340  of  this 
chapter. 

In  an  amount  not  to 
exceed  good  manu- 
foctuiing  practice. 


Do. 

Do. 


§  172.886  Petroleum  wax. 

Petroleum  wax  may  be  safely  used  in 
or  on  food,  In  accordance  with  tiie  fol¬ 
lowing  conations : 

(a)  Petroleum  wax  is  a  mixture  (rf 
solid  hydrocarbons,  paraflinlc  in  nature, 
derived  from  petroleum,  and  refined  to 
meet  the  specificatkms  prescribed  by  this 
section. 

(b)  Petroleum  wax  meets  the  follow¬ 
ing  ultraviolet  absorbance  limits  when 
subjected  to  the  analytical  procedure  de¬ 
scribed  in  this  paragri^h. 

Ultraviolet 
absorbance 
per  centi¬ 
meter  path 
length 

280-289  millimicrons _  0.15  maximum 

290-299  millimicrons _  0.12  maximum 

300-359  mUlimlcrons _  0.08  maximum 

360-400  millimicrons _  0.02  maximum 


Analytical  Specification  fox  Petxoleum 

Wax 


General  Instructions 

Because  of  the  sensitivity  of  the  test,  the 
possibility  of  errors  arising  from  contamina¬ 
tion  is  great.  It  Is  of  the  greatest  Importance 
that  all  glassware  be  scrupulously  cleaned  to 
remove  all  organic  matter  such  as  oil,  grease, 
detergent  residues,  etc.  Examine  all  glass¬ 
ware,  including  stoppers  and  stopcocks,  under 
ullraviolet  light  to  detect  any  residual 
fluorescent  contamination.  As  a  precaution¬ 
ary  measure  It  is  recommended  practice  to 
rinse  all  glassware  with  purified  Isooctane 
Immediately  before  use.  No  grease  is  to  be 
used  on  stopcocks  or  Joints.  Great  care  to 
avoid  contamination  of  wax  samples  Is  han¬ 
dling  and  to  assure  absence  of  any  extraneous 
material  arising  from  inadequate  packaging 
Is  essential.  Because  some  of  the  pidynu- 
clear  hydrocarbons  sought  In  this  test  are 
very  susceptible  to  photo-oxidation,  the  en¬ 
tire  procedure  Is  to  be  carried  out  under  sub¬ 
dued  light. 

Apparatus 

Separatory  funnels.  250-mlllUlter,  500- 
mllUllter,  1,000-mllimter.  and  preferably 
2,000-mllllllter  capacity,  equipped  with  tetra- 
fluoroethylene  polymer  stopcocks. 

Reservoir.  500-mllllllter  capacity,  equipped 
with  a  24/40  standard  taper  male  fitting  aft 
the  bottom  and  a  suitable  ball-joint  at  the 
top  for  connecting  to  the  nitrogen  supply. 


The  male  fitting  should  be  equipped  with 
glass  books. 

Chromatographic  tube.  180  miUlmetera 
In  length.  Inside  diameter  to  be  15.7  milli¬ 
meters  ±0.1  millimeter,  equipped  with  a 
coarse,  fritted -^ass  disc,  a  tetrafluoroethyl- 
ene  polymer  stopcock,  and  a  female  24/40 
standard  tcqiered  fitting  at  the  opposltcr  mmI. 
(Over-all  length  of  the  column  with  the  fa- 
male  Joint  Is  235  millimeters.)  Hie  female 
fitting  should  be  equipped  with  glass  hooka. 

Disc.  Tetrafluoroethylene  polymer  2-incb 
diameter  disc  aiqiroxiniately  ^-Inch  thick 
with  a  hole  bored  In  the  center  to  closely 
fit  the  stem  of  the  chromatographic  tube. 

Heating  jacket.  Conical,  for  500-mlllillter 
separatory  funnel.  (Used  with  variable 
transformer  heat  control.) 

Suction  fiask.  250-mlllillter  or  500-mUli- 
liter  filter  flask. 

Condenser.  24/40  Joints,  fitted  with  a  dry¬ 
ing  tube,  length  optional. 

Evaporation  flask  (optional).  250-milll- 
liter  or  500-milllIiter  capacity  all-glass  flask 
equipped  with  standard  taper  stopper  having 
inlet  and  outlet  tubes  to  permit  passage  of 
nitrogen  across  the  surface  of  contained 
liquid  to  be  evaporated. 

Vacuum  distillation  assembly.  All  glass 
(for  pnnflcatlon  of  dimethyl  sulfoxide);  2- 
lit^  distillation  flask  with  heating  mantle; 
Vigreaux  vacuum-jsidieted  condenser  (or 
equivalent)  about  46  centimeters  In  length 
and  distilling  head  with  separable  cold  finger 
condenser.  Use  of  tetrafluoroethylene  poly¬ 
mer  sleeves  on  the  glass  Joints  will  prevent 
freezing.  Do  not  use  grease  on  stopcocks  or 
Joints. 

Spectrophotometric  cells.  Fused  quartz 
cells,  optical  path  length  in  the  range  of 
5.000  centimeters  ±0.005  centimeter;  also  for 
checking  spectrophotometer  performance 
only,  optical  path  length  In  the  range  l.CXX) 
centimeter  ±0.005  centimeter.  With  distilled 
water  In  the  cells,  determine  any  absorbance 
differences. 

Spectrophotometer.  Spectral  range  250 
millimicrons-400  millimicrons  with  spectral 
slit  width  of  2  millimicrons  or  less;  under 
instrument  operating  conditions  for  these 
absorbance  measurements,  the  spectropho¬ 
tometer  shall  also  meet  the  following  per¬ 
formance  requirements: 

Absorbance  r^ieatabllity,  ±0.01  at  0.4  ab¬ 
sorbance. 

Absorbance  accuracy,*  ±0.05  at  0.4  ab¬ 
sorbance. 

Wavelength  repeatability,  ±0.2  millimi¬ 
cron. 

Wavelength  accuracy,  ±1.0  millimicron. 

Nitrogen  cylinder.  Water-pumped  or  equiv¬ 
alent  purity  nitrogen  In  cylinder  equipped 
with  regulator  and  valve  to  control  flow 
at  5  p.s.i.g. 

Reagents  and  Materials 

Organic  solvents.  All  solvents  used 
throughout  the  procedure  shall  meet  the 
specifications  and  tests  described  in  this 
specification.  The  isooctane,  benzene,  ace¬ 
tone,  and  methyl  alcohol  designated  In  the 
list  following  this  paragraph  shall  pass  the 
following  test : 

To  the  specified  quantity  of  solvent  In  a 
250-milllliter  Erlenmeyer  flask,  add  1  mllli- 
llto'  of  purified  n-bexadecane  and  evaporate 
on  the  steam  bath  under  a  stream  of  nitro¬ 
gen  (a  loose  aluminum  foil  Jacket  around 


*  As  determined  by  procedure  using  potas¬ 
sium  chromate  for  reference  standard  and 
described  In  National  Bureau  of  Standards 
Circular  484,  Spectrophotometry,  U.S.  De¬ 
partment  of  Commerce,  1848.  The  accuracy 
Is  to  be  determined  toy  comparison  with  the 
standard  values  at  290,  345,  and  4<X)  millimi¬ 
crons. 


the  flask  will  speed  evaporation).  Discon¬ 
tinue  eviqxH'atlon  when  not  over  1  milliliter 
of  residue  remains.  (To  the  residue  from 
benzene  add  a  lO-miUiUter  portion  of  puri¬ 
fied  Isooctane,  reevaporate,  and  repeat  once 
to  Insure  eompiete  removal  of  benzene. ) 

Altemattvety,  tho  evaporation  time  can 
be  reduced  by  using  the  optional  evapora¬ 
tion  flask.  In  this  ease  the  solvent  and 
n-hexadecane  are  placed  in  the  flask  on  the 
steam  bath,  the  tube  aaaembly  is  inserted, 
and  a  stream  of  nitrogen  is  fed  through  the 
inlet  tube  while  the  outlet  tube  Is  connected 
to  a  solvent  trap  and  vacuum  line  In  such 
a  way  as  to  prevent  any  flow-back  of  con¬ 
densate  Into  the  flask. 

Dissolve  the  1  milliliter  of  hexadecane  resi¬ 
due  In  Isooctane  and  make  to  25  milliliters 
volume.  Determine  the  absorbance  In  the 
5-centlmeter  path  length  cells  compared  to 
Isooctane  as  reference.  The  absorbance  of 
the  solution  of  the  solvent  residue  (except 
for  methyl  alcohol)  shall  not  exceed  0.01  per 
centimeter  path  length  between  280  and  400 
m/i.  For  methyl  alcohol  this  absorbance  value 
shall  be  0.00. 

Isooctane  (2,2,4-trimethylpentane)  .Use  180 
milliliters  for  the  test  described  In  the  pre¬ 
ceding  paragraph.  Purify.  If  neceasary,  by 
passage  through  a  column  of  activated  silica 
gel  (Grade  12,  Davison  Chemical  Company, 
Baltimore,  Maryland,  or  equivalent)  ab<mt  90 
centimeters  In  length  and  5  centimeters  to 
8  centimeters  in  diameter. 

Benzene,  A.CS.  reagent  grade.  Use  150 
milliliters  for  the  test.  Purify,  If  necessary, 
by  distillation  or  otherwise. 

Acetone,  A.C.S.  reagent  grade.  Use  2g0 
milliliters  for  the  test.  Purify,  If  necessary, 
by  distillation. 

Eluting  mixtures: 

1.  10  percent  benzene  in  isooctane.  Plpet 
50  milliliters  of  benaene  Into  a  600-mUllliter 
glass-stoppered  volumetric  flask  and  adjust 
to  volume  with  Isooctime,  with  mixing. 

2.  20  percent  benzene  in  isooctane.  Plpet 
50  milliliters  of  benzene  Into  a  250-mllllllter 
glass-stoppered  voluaaetrlc  flask,  and  adjust 
to  volume  with  isooctane,  with  mixing. 

3.  Acetone-benzene-water  mixture.  Add  20 
milliliters  of  water  to  380  milliliters  of  ace¬ 
tone  and  2(X)  milliliters  of  benzene,  and  mix. 

n-Hexadecane,  99  percent  olefln-free.  Di¬ 
lute  1.0  minniter  of  n-hexadecane  to  25  mil¬ 
liliters  with  isooctane  and  determine  the  ab¬ 
sorbance  in  a  6-centlmeter  cell  compared  to 
isooctane  as  reference  point  between  280  m^- 
400  m^.  The  absorbance  per  centimeter  path 
length  shall  not  exceed  0.00  In  this  range. 
Purify,  If  necessary,  by  percolation  through 
activated  silica  gel  or  by  distillation. 

Methyl  alcohol,  A.C.S.  reagent  grade,  tlse 
10.0  milliliters  of  methyl  alcohol.  Purify,  if 
necessary,  by  distillation. 

Dimethyl  sulfoxide.  Pure  grade,  clear, 
water-white.  m.p.  18*  minimum.  Dilute  120 
milliliters  of  dimethyl  sulfoxide  with  240  mil¬ 
liliters  of  dlstlUed  water  in  a  600-milllllter 
separatory  funnel,  mix  and  allow  to  cool  for 
5-10  minutes.  Add  40  milUUters  of  Isooctane 
to  the  solution  and  extiuct  by  shaking  the 
funnel  vigorously  for  2  minutes.  Draw  off 
the  lower  aqueous  layer  into  a  second  600- 
milllllter  separatory  funnel  and  repeat  the 
extraction  with  40  milliliters  of  Isooctane.. 
Draw  off  and  discard  the  aqueous  layer. 
Wash  each  of  the  40-mUllllter  extractives 
three  times  with  50-minillter  portions  of  dis¬ 
tilled  water.  Shaking  time  for  each  wash  Is 
1  minute.  Discard  the  aqueous  layers.  Filter 
the  first  extractive  through  anhydrous  so¬ 
dium  sulfate  prewashed  with  isooctane  (see 
Sodium  sulfate  under  “Reagents  and  Mate- 
terlals”  for  preparation  of  filter).  Into  a  250- 
millilltcr  Erlenmeyer  flaak,  or  optionally  Into 
the  evapmwtlng  flask.  Wash  the  first  sepa¬ 
ratory  funnel  with  the  second  40-mlllUlter 
Isooctane  extractive,  and  pass  through  the 
sodium  sulfate  Into  the  flask.  Then  wash 
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the  second  and  first  separatory  funnels  svic- 
cessively  with  a  10>miUUiter  portion  of  Iso- 
octane,  and  pass  the  solvent  through  the  so¬ 
dium  sulfate  Into  the  flask.  Add  1  milliliter 
of  n-hexadecane  and  evaporate  the  Isooctane 
on  the  steam  bath  under  nitrogen.  Discon¬ 
tinue  evaporation  when  not  over  1  milliliter 
of  residue  remains.  To  the  residue,  add  a 
10-milllllter  portion  of  isooctane  and  reevap¬ 
orate  to  1  milliliter  of  hexadecane.  Again, 
add  10  milliliters  of  isooctane  to  the  residue 
and  evaporate  to  1  milliliter  of  hexadecane 
to  insure  complete  removal  of  all  volatile  ma¬ 
terials.  Dissolve  the  1  milliliter  of  hexadec¬ 
ane  in  isooctane  and  nutke  to  25-mllllllter 
volume.  Determine  the  absorbance  In  5- 
centlmeter  path  length  cells  compared  to  Iso- 
octane  as  reference.  The  absorbance  of  the 
solution  should  not  exceed  0.02  per  centi¬ 
meter  path  length  In  the  280  mn-AOO  m« 
range.  (Note. — Difficulty  In  meeting  this  ab¬ 
sorbance  specification  may  be  due  to  organic 
impurities  In  the  distilled  water.  Repetition 
of  the  test  omitting  the  dimethyl  sulfoxide 
wUl  disclose  their  presence.  If  necessary  to 
meet  the  specification,  purify  the  water  by 
redistillation,  passage  through  an  lon- 
exchange  resin,  or  otherwise.) 

Purify,  If  necessary,  by  the  following  pro¬ 
cedure;  To  1,500  milliliters  of  dimethyl  sulf¬ 
oxide  in  a  2-llter  glass-stoppered  flask,  add 
6.0  milliliters  of  phosphoric  acid  amd  50  grams 
of  Norit  A  (decolorizing  carbon,  alkaline)  or 
equivalent.  Stopper  the  flask,  and  with  the 
use  of  a  magnetic  stirrer  (tetrafluoroethylene 
polymer  coated  bar)  stir  the  solvent  for  15 
minutes.  Filter  the  dimethyl  sulfoxide 
through  four  thicknesses  of  fluted  paper  (18  5 
centimeters,  Schleicher  &  Schuell,  No.  597,  or 
equivalent).  If  the  Initial  flltrate  contains 
carbon  fines,  refllter  through  the  same  Alter 
until  a  clear  flltrate  Is  obtained.  Protect  the 
sulfoxide  from  air  and  moisture  during  this 
operation  by  covering  the  solvent  In  the  fun¬ 
nel  and  collection  flask  with  a  layer  of  Iso- 
octane.  Transfer  the  flltrate  to  a  2-llter  sep¬ 
aratory  funnel  and  draw  off  the  dimethyl 
sulfoxide  into  the  2-llter  distillation  flask 
of  the  vacuum  distillation  assembly  and  dis¬ 
till  at  approximately  3-milllmeter  Hg  pres¬ 
sure  or  less.  Discard  the  first  200-mllllllter 
fraction  of  the  distillate  and  replace  the  dis¬ 
tillate  collection  flask  with  a  clean  one.  Con¬ 
tinue  the  distillation  until  approximately  1 
liter  of  the  sulfoxide  has  been  collected. 

At  completion  of  the  distillation,  the  re¬ 
agent  should  be  stored  in  glass-stt^pered 
bottles  since  It  Is  very  hygroscopic  and  will 
react  with  some  metal  containers  in  the  pres- 
sence  of  air. 

Phosphoric  acid.  85  percent  A.C.S.  reagent 
grade. 

Sodium  borohydride.  98  percent. 

Magnesium  oxide  (Sea  Sorb  43,  Food  Ma.- 
chinery  Company,  Westimco  Division,  distrib¬ 
uted  by  chemical  supply  firms,  or  equiv¬ 
alent).  Place  100  grams  of  the  magnesium 
oxide  In  a  large  bdaker,  add  700  milliliters  of 
distilled  water  to  make  a  thin  slurry,  and 
heat  on  a  steam  bath  for  30  minutes  with 
Intermittent  stirring.  Stir  well  Initially  to 
insure  that  all  the  absorbent  Is  completely 
wetted.  Using  a  Buchner  funnel  and  a  Alter 
paper  (Schleicher  &  Schuell  No.  597,  or  equiv¬ 
alent)  of  suitable  diameter.  Alter  with  suc¬ 
tion.  Continue  suction  until  water  no 
longer  drips  from  the  fxmnel.  Transfer  the 
absorbent  to  a  glass  trough  lined  with  alumi¬ 
num  foil  (free  from  rolling  oil).  Break  up 
the  magnesia  with  a  clean  spatula  and  spread 
out  the  absorbent  on  the  aluminum  foil  in 
a  layer  about  1  centimeter  to  2  centimeters 
thick.  Dry  for  24  hours  at  160*  C  ±  1*  C. 
Pulverize  the  magnesia  with  mortar  and  pes¬ 
tle.  Sieve  the  pulverized  absorbent  between 
60-180  mesh.'  Use  the  magnesia  retained  on 
the  180-mesh  sieve. 

Celite  545.  J(^ns-Manvllle  Company,  dla- 
tomaceous  earth,  or  equivalent. 
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Magnesium  oxide-Celite  545  mixture 
(2-rl)  by  weight.  Place  the  magnesium 
oxide  (60-180  mesh)  and  the  Celite  545  In 
2  to  1  proportions,  respectively,  by  weight 
in  a  glass -stoppered  flask  large  enough  for 
adequate  mixing.  Shake  vigorously  for  10 
minutes.  Transfer  the  mixture  to  a  glass 
trough  lined  with  aluminum  foil  (free  from 
rolling  oil)  and  spread  It  out  on  a  layer 
about  1  centimeter  to  2  centimeters  thick. 
Reheat  the  mixture  atl60*C±l*C  for 
2  hours,  and  store  in  a  tightly  closed  flask. 

Sodium  sulfate,  anhydrous,  A.C.S.  reagent 
grade,  preferably  in  granular  form.  For  each 
bottle  of  sodium  sulfate  reagent  used,  estab¬ 
lish  as  follows  the  necessary  sodium  sulfate 
prewash  to  provide  such  filters  required  In 
The  method;  Place  approximately  35  grams 
of  anhydrous  sodium  sulfate  In  a  30-mllll- 
llter  coarse,  frltted-glass  funnel  or  In  a  65- 
mllllmeter  filter  funnel  with  glass  wool  plug; 
wash  with  successive  15-mllllllter  portions 
of  the  indicated  solvent  until  a  15-mllllllter 
portion  of  the  wash  shows  0.00  absorbance 
per  centimeter  path  length  between  280 
mu  and  400  mu  when  tested  as  prescribed 
under  "Organic  solvents.”  Usually  three 
portions  of  wash  solvent  are  sufficient. 

Before  proceeding  with  analysis  of  a 
sample,  determine  the  absorbance  In  a  5- 
centimeter  path  cell  between  250  mu  and  400 
mu  for  the  reagent  blank  by  carrying  out  the 
procedure,  without  a  wax  sample,  at  room 
temperature,  recording  the  spectra  after  the 
extraction  stage  and  after  the  complete  pro¬ 
cedure  as  prescribed.  The  absorbance  per 
centUneter  path  length  following  the  extrac¬ 
tion  stage  should  not  exceed  0.040  In  the 
wa\elength  range  from  280  mu  to  400  mu:  the 
absorbance  per  centimeter  path  length  fol¬ 
lowing  the  complete  procedure  should  not  ex¬ 
ceed  0.070  In  the  wavelength  range  from  280 
mu  to  299  mu.  Inclusive,  nor  0.045  in  the 
wavelength  range  from  300  mu  to  400  mu- 
If  In  either  spectrum  the  characteristic  ben¬ 
zene  peaks  in  the  250  mu-260  mu  region  are 
present,  remove  the  benzene  by  the  procedure 
under  "Organic  solvents”  and  record  absorb¬ 
ance  again. 

Place  300  milliliters  of  dimethyl  sulfoxide 
In  a  1 -liter  separatory  funnel  and  add  75 
milliliter}  of  phosphoric  acid.  Mix  the 
contents  of  the  funnel  and  allow  to  stand  for 
10  minutes.  (The  reaction  between  the  sulf¬ 
oxide  and  the  acid  Is  exothermic.  Release 
pressure  after  mixing,  then  keep  funnel  stop¬ 
pered.)  Add  150  milliliters  of  isooctane  and 
shake  to  preequilibrate  the  solvents.  Draw 
off  the  individual  layers  and  store  In  glass- 
stoppered  fiasks. 

Place  a  representative  1 -kilogram  sample 
of  wax.  or  If  this  amount  is  not  available, 
the  entlrdlsample.  In  a  beaker  of  a  capacity 
about  three  times  the  volume  of  the  sample 
and  heat  with  occasional  stirring  on  a  steam 
bath  until  the  wax  Is  completely  melted  and 
homogeneous.  Weigh  four  25-gram  ±0J 
gram  portions  of  the  melted  wax  In  separa^ 
100-mllllllter  beakers.  Reserve  three  of  the 
portions  for  later  replicate  analyses  as  neces¬ 
sary.  Pour  one  weighed  portion  Immediately 
after  remeltlng  (on  the  steam  bath)  Into  a 
500-mllllllter  separatory  funnel  containing 
100  milliliters  of  the  preequilibrated  sulf¬ 
oxide-phosphoric  acid  mixture  that  has  been 
heated  In  the  heating  Jacket  at  a  temperature 
Just  high  enough  to  keep  the  wax  melted. 
(Note;  In  preheating  the  sulf oxide-acid 
mixture,  remove  the  stopper  of  the  separatory 
funnel  at  Intervals  to  release  the  pressure.) 

Promptly  complete  the  transfer  of  the 
sample  to  the  funnel  In  the  Jacket  with 
portions  of  the  preequilibrated  Isooctane, 
warming  the  beaker,  if  necessary,  and  using 
a  total  volume  of  Just  50  milliliters  of  the 
solvent.  If  the  wax  comes  out  of  solution 
during  these  operations,  let  the  stoppered 
funnel  remain  in  the  Jacket  until  the  wax 
redlssolves.  (Remove  stopper  from  the  fun- 
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nel  at  Intervals  to  release  pressure.)  When 
the  wax  Is  In  solution,  remove  the  funnel 
from  the  Jacket  and  shake  it  vigorously  for  2 
minutes.  Set  up  three  250-mlUlllter  sepa¬ 
ratory  funnels  with  each  containing  30  milli¬ 
liters  of  preequilibrated  Isooctane.  After 
separation  of  the  liquid  phases,  allow  to  cool 
until  the  main  portion  of  the  wax-lsooctane 
solution  begins  to  show  a  precipitate.  Gently 
swirl  the  funnel  when  precipitation  first  oc¬ 
curs  on  the  inside  surface  of  the  funnel  to 
accelerate  this  process.  Carefully  draw  off 
the  lower  layer,  filter  It  slowly  through  a  thin 
layer  of  glass  wool  fitted  loosely  In  a  filter 
funnel  Into  the  first  250-mllliliter  separa¬ 
tory  funnel,  and  wash  in  tandem  with  the 
30-milllliter  portions  of  isooctane  contained 
In  the  350-mllllllter  separatory  funnels. 
Shaking  time  for  each  wash  Is  1  minute. 
Repeat  the  extraction  operation  with  two  ad¬ 
ditional  portions  of  the  sulfoxlde-acld  mix¬ 
ture,  replacing  the  funnel  In  the  Jacket  after 
each  extraction  to  keep  the  wax  In  solution 
and  washing  each  extractive  In  tandem 
through  the  same  three  portions  of  isooctane. 

Collect  the  successive  extractives  (300  mil¬ 
liliters  total)  in  a  separatory  funnel  (prefer¬ 
ably  2-llter) ,  containing  480  milliliters  of  dis¬ 
tilled  water,  mix.  and  allow  to  cool  for  a  few 
minutes  after  the  last  extractive  has  been 
added.  Add  80  milliliters  of  Isooctane  to 
the  solution  and  extract  by  shaking  the  fun¬ 
nel  vigorously  for  2  minutes.  Draw  off  the 
lower  aqueous  layer  Into  a  second  separatory 
funnel  (preferably  2-llter)  and  repeat  the 
extraction  with  80  milliliters  of  Isooctane 
Draw  off  and  discard  the  aqueous  layer. 
Wash  each  of  the  80-mllllllter  extractives 
three  times  with  100-miUlllter  portions  of 
distilled  water.  Shaking  time  for  each  wash 
Is  1  minute.  Discard  the  aqueous  layers. 
Filter  the  first  extractive  through  anhydrous 
sodium  sulfate  prewashed  with  isooctane 
(see  Sodium  Sulfate  under  “Reagents  and 
Materials”  for  preparation  of  filter)  Into  a 
250-mllllIlter  Erlenmeyer  flask  (or  option¬ 
ally  Into  the  evaporation  flsisk).  Wash  the 
first  separatory  funnel  adth  the  second  80- 
mllllllter  Isooctane  extractive  and  pass 
through  the  sodium  sulfate.  Then  wash  the 
second  and  first  separatory  funnels  succes¬ 
sively  with  a  20-millillter  portion  of  Isooctane 
and  pass  the  solvent  through  the  sodium 
sulfate  Into  the  flask.  Add  1  milliliter  of 
n-hexadecane  and  evaporate  the  Isooctane  on 
the  steam  bath  under  nitrogen.  Discontinue 
evaporation  when  not  over  1  milliliter  of 
residue  remains.  To  the  residue,  add  a  10- 
mllllllter  portion  of  isooctane,  reevaporate 
to  1  milliliter  of  hexadecane.  and  repeat  this 
operation  once. 

Quantitatively  transfer  the  residue  with 
Isooctane  to  a  25-mllllllter  volumetric  fiask. 
make  to  volume,  and  mix.  Determine  the 
absorbance  of  the  solution  In  the  5-centl- 
meter  path  length  cells  compared  to  Isooc¬ 
tane  as  reference  between  280  mu-400  mu 
(take  care  to  lose  none  of  the  solution  In 
filling  the  sample  cell).  Correct  the  absorb¬ 
ance  values  for  any  absorbance  derived  from 
reagents  as  determined  by  carrying  out  the 
procedure  without  a  wax  sample.  If  the 
corrected  absorbance  does  not  exceed  the 
limits  prescribed  In  this  paragraph  (b),  the 
wax  meets  the  ultraviolet  absorbance  speci¬ 
fications.  If  the  corrected  absorbance  per 
centimeter  path  length  exceeds  the  limits 
prescribed  in  this  paragraph  (b),  proceed  as 
follows; 

Quantitatively  transfer  the  Isooctane  solu¬ 
tion  to  a  125-mllllllter  flask  equipped  with 
24  40  Joint  and  evaporate  the  isooctane  on 
the  steam  bath  under  a  stream  of  nitrogen 
to  a  volume  of  1  milliliter  of  hexadecane. 
Add  10  milliliters  of  methyl  alcohol  and  ap¬ 
proximately  0.3  gram  of  sodium  txHH^hydride. 
(Minimize  exposvire  of  the  borohydrlde  to 
the  atmosphere.  A  measuring  dipper  may  be 
used.)  Immediately  fit  a  water-cooled  con¬ 
denser  equipped  with  a  24/40  Joint  and  wltb 
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a  drying  tube  into  the  flask,  mii  until  the 
borohydride  is  dissolved,  and  allow  to  stand 
for  30  minutes  at  room  temperature,  witb 
intermittent  swirling.  At  the  end  of  this  pe¬ 
riod,  disconnect  the  flask  and  evaporate  the 
methyl  alcohol  on  the  steam  bath  under 
nitrogen  until  the  sodium  borohydride 
begins  to  come  out  of  the  solution.  Then  add 
10  milliliters  of  isooctane  and  evaporate  to  a 
volume  of  about  2-3  milliliters.  Again,  add 
10  milliliters  of  isooctane  and  concentrate  to 
a  volume  of  approximately  5  milliliters.  Swirl 
the  flask  repeatedly  to  assure  adequate  wash¬ 
ing  of  the  sodium  borohydride  residues. 

Pit  the  tetrafluoroethylene  polymer  disc  on 
the  upper  part  of  the  stem  of  the  chroma¬ 
tographic  tube,  then  place  the  tube  wlh  the 
disc  on  the  suction  flask  and  apply  the  vac¬ 
uum  (approximately  135  millimeters  Hg 
pressure).  Weight  out  14  grams  of  the  2:1 
magnesium  oxide-Cellte  545  mixture  and 
pour  the  adsorbent  mixture  into  the  chroma¬ 
tographic  tube  in  approximately  3-centi¬ 
meter  layers.  After  the  addition  of  each 
layer,  level  off  the  top  of  the  adsorbent  with 
a  flat  glass  rod  or  metal  plunger  by  pressing 
down  firmly  imtll  the  adsorbent  is  well 
packed.  Loosen  the  topmost  few  millimeters 
of  each  adsorbent  layer  with  the  end  of  a 
metal  rod  before  the  addition  of  the  next 
layer.  Ccmtinue  packing  in  this  manner 
until  all  the  14  grams  of  the  adsorbent  is 
added  to  the  tube.  Level  off  the  top  of  the 
abscM’bent  by  pressing  down  firmly  with  a 
flat  glass  rod  or  metal  plunger  to  make  the 
depth  of  the  adsorbent  bed  approximately 
12.5  centimeters  in  depth.  Turn  off  the 
vacuum  and  remove  the  suction  flask.  Fit 
the  500-milllllter  reservoir  onto  the  top  of 
the  chromatographic  column  and  prewet  the 
column  by  passing  100  milliliters  of  tsooc- 
tane  through  the  column.  Adjust  the  ni¬ 
trogen  pressure  so  that  the  rate  of  descent  of 
the  isooctane  coming  off  of  the  column  is  be¬ 
tween  2-3  milliliters  per  minute.  Discon¬ 
tinue  pressure  Just  before  the  last  of  the 
isooctane  reaches  the  level  of  the  adsorbent. 
(CAtmoN:  Do  not  allow  the  liquid  level  to 
recede  below  the  adsorbent  level  at  any 
time.)  Remove  the  reservoir  and  decant  the 
5-milllliter  isooctane  concentrate  solution 
onto  the  column  and  with  slight  pressure 
again  allow  the  liquid  level  to  recede  to  barely 
above  the  adsorbent  level.  Rapidly  com¬ 
plete  the  transfer  similarly  with  two  5-milli¬ 
liter  portions  of  isooctane,  swirling  the  flask 
r^>eatedly  each  time  to  assure  adeqviate 
washing  of  the  residue.  Just  before  the  final 
5-mllliliter  wash  reaches  the  top  of  the 
adsorbent,  add  100  milliliters  of  isooctane  to 
the  reservoir  and  continue  the  percolation 
at  the  2-3  milliliter  per  minute  rate.  Just 
before  the  last  of  the  isooctane  reaches  the 
adsorbent  level,  add  1(X)  milliliters  of  10  per¬ 
cent  benzene  in  isooctane  to  the  reservoir  and 
continue  the  percolation  at  the  aforemen¬ 
tioned  rate.  Just  before  the  solvent  mixture 
reaches  adsOTbent  level,  add  25  milliliters  of 
20  percent  benzene  in  isooctane  to  the  reser¬ 
voir  and  continue  the  perception  at  2-3  mil- 
ilUlters  per  minute  until  all  this  solvent  mix¬ 
ture  has  been  removed  from  the  column. 
Discard  all  the  elution  solvents  collected  up 
to  this  point.  Add  300  milliliters  of  the 
acetone-benzene-water  mixture  to  the  reser¬ 
voir  and  percolate  through  the  column  to 
elute  the  polynuclear  compounds.  Collect 
the  elviate  in  a  clean  1 -liter  separatory  fun¬ 
nel.  Allow  the  ctdumn  to  drain  until  most 
of  the  solvent  mixture  is  removed.  Wash  the 
eluate  three  times  with  300-mlliiliter  por¬ 
tions  of  distilled  water,  shaking  well  for  each 
wash.  (The  addition  of  small  amounts  of 
sodium  chloride  facilitates  separation.) 
Discard  the  aqueous  layer  after  each  wash. 
After  the  final. separation,  filter  the  residual 


benzene  through  anhydrous  sodium  sulfate 
prewashed  with  benzene  (see  Sodium  sulfate 
under  “Reagents  and  Materials’’  for  prepa¬ 
ration  of  filter)  into  a  250-mlllillter  Erlen- 
meyer  flask  (or  optionally  into  the  evapora¬ 
tion  flask).  Wash  the  separatory  funnel 
with  two  additional  2()-mllllllter  portions  of 
benzene  which  sue  also  filtered  through  the 
sodium  sulfate.  Add  1  milliliter  of  n-hexa- 
decane  and  completely  remove  the  benzene 
by  evaporation  under  nitrogen,  using  the 
special  procedme  to  eliminate  benzene  as 
previously  described  under  "Organic  Sol¬ 
vents.’’  Quantitatively  transfer  the  residue 
with  isooctane  to  a  25-milliliter  volumetric 
flask  and  adjust  to  volume.  Determine  the 
absorbance  of  the  solution  in  the  5-centl- 
meter  path  length  cells  compared  to  Isooc¬ 
tane  as  reference  between  250  m^-400  m^. 
Correct  for  any  absorbance  derived  from  the 
reagents  as  determined  by  carrying  out  the 
procedure  without  a  wax  sample.  If  either 
spectrum  shows  the  characteristic  benzene 
peaks  in  the  250  m^-260  m^  region,  evaporate 
the  solution  to  remove  benzene  by  the  pro¬ 
cedure  under  "Organic  Solvents.”  Dis.solve 
the  residue,  transfer  quantitatively,  and  ad¬ 
just  to  volume  in  isooctane  in  a  25-mllli- 
liter  volumetric  flask.  Record  the  absorb¬ 
ance  again.  If  the  corrected  absorbance  does 
not  exceed  the  limits  prescribed  in  this  para¬ 
graph  (b),  the  wax  meets  the  ultraviolet 
absorbance  specifications. 

<c)  Petroleum  wax  may  contain  any 
antioxidant  permitted  in  food  by  regu¬ 
lations  issued  in  accordance  with  section 
409  of  the  act,  in  an  amount  not  greater 
than  that  required  to  produce  its  in¬ 
tended  effect. 

<d)  Petroleum  wax  Is  used  or  intended 
for  u-se  as  follows: 

Ufc  Limitations 

In  chey\  ing  grim  base.  In  an  amount  not  to 
as  a  masticatory  exceed  good  man- 

substance.  ufacturlng  prac¬ 

tice. 

On  cheese  and  raw  Do. 
fruits  and  vegetables 
as  a  protective  coat¬ 
ing. 

As  a  defoamer  in  In  accordance  with 
food.  S  173.340  of  this 

chapter. 

§  172.888  SyiiUietic  petroleum  wax. 

Synthetic  petroleum  wax  may  be 
safely  used  in  or  on  foods  in  accordance 
with  the  following  conditions: 

<a)  Synthetic  petroleum  wax  is  a  mix¬ 
ture  of  solid  hydrocarbons,  parafiSnic  in 
nature,  prepared  by  catalytic  j»olymeri- 
zation  of  ethylene,  and  refined  to  meet 
the  specifications  prescribed  by  this 
section. 

cb)  Synthetic  pietroleum  wax  meets  the 
ultraviolet  absorbance  limits  of  §  172.- 
886<b)  when  subjected  to  the  analytical 
procedure  described  therein. 

(c)  Synthetic  petroleum  wax  has  a 
number  avei'age  molecular  weight  of  not 
less  than  500  nor  greater  than  1,200  as 
determined  by  vapor  pressure  osmome¬ 
try. 

(d)  Synthetic  petroleum  wax  may  con¬ 
tain  any  antioxidant  permitted  in  food 
by  regulations  issued  in  accordance  with 
section  409  ot  the  Act,  In  an  amount  not 
greater  than  that  required  to  produce  Its 
intended  effect. 

(e)  Synthetic  petroleum  wax  is  used  or 
intended  for  use  as  follows: 


Use  Limitations 

In  chewing  gum  base.  In  accordance  with 
as  a  masticatory  i  172.615  In  an 

substance.  amount  not  to  ex¬ 
ceed  good  man¬ 
ufacturing  prac¬ 

tice. 

On  cheese  and  raw  In  an  amount  not  to 
fruits  and  vegeta-  exceed  good  man- 

bles  as  a  protective  ufacturing  prac- 

coating.  tlce. 

As  a  defoamer  in  food.  In  accordance  with 
f  173.340  of  this 
chapter. 

§  I  72.890  Rice  brun  wax. 

Rice  bran  wax  may  be  safely  used  in 
food  in  accordance  with  the  following 
conditions: 

(a)  It  is  the  refined  wax  obtained 
from  rice  bran  and  meets  the  following 
specifications: 

Melting  point  75*  C  to  80*  C. 

Free  fatty  acids,  maximum  10  percent. 
Iodine  number,  maximum  20. 
Saponification  number  75  to  120. 

(b)  It  is  used  or  intended  for  use  as 
follows: 


Food 

Limitation  in  food 

Fresh  fruits  and  fresh 

_ '.<fo . 

Do. 

Treetahles. 

Chewing  gum . 

2Xpel . 

riastieiiing 

materia). 

§  172.892  Food  starch-modified. 

Pood  starch -modified  as  described  in 
this  section  may  be  safely  used  in  food. 
The  quantity  of  any  substance  employed 
to  effect  such  modification  shall  not  ex¬ 
ceed  the  amount  resusonably  required  to 
accomplish  the  intended  physical  or 
tochnical  effect,  nor  exceed  any  limita¬ 
tion  prescribed.  To  Insure  safe  use  of 
the  food  starch-modified,  the  label  of  the 
food  additive  container  shall  bear  the 
name  of  the  additive  “food  starch-modi¬ 
fied’’  in  addition  to  other  information  re¬ 
quired  by  the  act.  Food  starch  may  be 
modified  by  treatment  prescribed  as 
follows: 

(a)  Food  starch  may  be  acid-modified 
by  treatment  with  hydrochloric  acid  or 
sulfuric  acid  or  both. 

(b)  Pood  starch  may  be  bleached  by 
treatment  with  one  or  more  of  the 
following: 

Limitations 

Active  oxygen  obtained  _ _ — 

from  hydrogen  perox¬ 
ide  and/ or  peracetic 
acid,  not  to  exceed  0.- 
45  percent  of  active 
oxygen. 

Ammonium  persulfate,  _ 

not  to  exceed  0.075 
percent  and  sulfur  di¬ 
oxide.  not  to  exceed 
0.05  percent. 

Chlorine,  as  sodium  hy-  _ 

pochlorite,  not  to  ex¬ 
ceed  0.(M82  potmd  of  * 
chlorine  per  pound  of 
-dry  starch. 

Potassium  permanga-  Residual  manga- 
nate,  not  to  exceed  0.2  nese  (calculated 
percent.  as  Mn).  not  to 

exceed  60  parts 
per  million  In 
food  starch- 
modlfled. 

Sodium  chlorite,  not  to  _ 

exceed  0.8  percent. 
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(c)  Food  starch  may  be  oxidized  by 
treatment  with  chlorine,  as  sodium  hy¬ 
pochlorite.  not  to  exceed  0.055  pound  of 
chlorine  per  pound  of  dry  starch. 

(d)  Food  starch  may  be  esterified  by 
treatment  with  one  of  the  following: 

Limitations 

Acetic  anhydride _ ...  Acetyl  groups  In 

food  starch* 
modified  not  to 
exceed  per¬ 
cent. 

Adipic  anhydride,  not  to  Do. 

exceed  0.12  percent, 
and  acetic  anhydride. 

Monosodium  orthophos-  Residual  p  b  o  s  - 
phate.  phate  In  food 

starch  -  modified 
not  to  exceed 
0.4  percent  cal- 
culated  as 
phosphorus. 

1-Octenyl  succinic  an-  _ 

hydride,  not  to  exceed 
3  percent. 

1-Octenyl  succinic  an-  - 

hydride,  not  to  exceed 
2  percent,  and  alu¬ 
minum  sulfate,  not  to 
exceed  2  percent. 

Phosphorus  oxychloride,  _ 

not  to  exceed  0.1  per¬ 
cent. 

Phosphorus  oxychloride.  Acetyl  groups  In 
not  to  exceed  0.1  per-  food  starch- 

cent,  followed  by  either  modified  not 

acetic  anhydride,  not  to  exceed  2.5 
to  exceed  8  percent,  or  percent, 

vinyl  acetate,  not  to 
exceed  7.5  percent. 

Sodium  trlmetapbos-  Residual  p  h  o  s- 
phate.  phate  In  food 

starch-m  o  d  1- 

.  fied  not  to  ex¬ 

ceed  0.04  per¬ 
cent.  calcu¬ 
lated  as  phos¬ 
phorus. 

Sodium  tripolyphosphate  Residual  p  h  o  s- 
and  sodium  trlmeta-  phate  In  food 

phosphate.  starch-m  o  d  1- 

fied  not  to  ex¬ 
ceed  0.4  per¬ 
cent  calculated 
as  phosphorus. 

Succinic  anhydride,  not  _ 

to  exceed  4  percent. 

Vinyl  acetate.  Acetyl  groups  In 

food  starch- 
modified  not  to 
exceed  2.5  per¬ 
cent. 

(e)  Food  starch  may  be  etherifled  by 
treatment  with  one  of  the  following: 

Limitations 

Acrolein,  not  to  exceed  _ , _ 

0.8  percent. 

Epichlorohydrln,  not  to  _ 

exceed  0.3  percent. 

Epichlorohydrln,  not  to  Residual  propyl- 
exceed  0.1  percent,  com-  ene  cbloroby- 
blned  with  propylene  dr  In  not  more 

oxide,  not  to  exceed  10  than  5  parts 

percent.  per  million  In 

food  starch- 
modified. 

Epichlorohydrln,  not  to  Do. 

exceed  0.1  percent, 
followed  by  propylene 
oxide,  not  to  exceed  25 
percent. 

Propylene  oxMe.  not  to  Do. 

exceed  25  percent. 


(f)  Food  starch  may  be  esterified  and 
etherifled  by  treatment  with  one  of  the 
following: 

Limitations 

Acrolein,  not  to  exceed  Acetyl  groups  In 
0.6  percent  and  vinyl  food  starch- 
acetate,  not  to  exceed  modified  not  to 
7.5  percent.  exceed  2.5  per¬ 

cent. 

Epichlorohydrln.  not  to  Acetyl  groups  In 
exceed  0.3  percent,  and  food  starch- 

acetlc  anhydride.  modified  not  to 

exceed  2.5  per¬ 
cent. 

Epichlorohydrln,  not  to  _ _ 

exceed  0.3  percent,  and 
succinic  anhydride,  not 
to  exceed  4  percent. 

Pbosphoriis  oxychloride.  Residual  propyl- 
not  to  exceed  0.1  per-  ene  chlorohy- 
cent,  and  propylene  drln  not  more 

oxide,  not  to  exceed  10  than  5  parts 

percent.  per  million  in 

food  starch- 
modlfied. 

(g)  Food  starch  may  be  modified  by 
treatment  with  one  of  the  following: 

Limitations 

Chlorine,  as  sodium  hy-  Residual  propyl- 
pocblorlte,  not  to  ex-  ene  chlM'ohy- 

ceed  0.055  pound  of  drln  not  more 

chlorine  per  pound  of  than  5  parts 

dry  starch;  0.45  percent  per  million  In 

of  active  oxygen  ob-  food  star  ob¬ 
tained  from  hydrogen  modified, 

peroxide;  and  propylene 
oxide,  not  to  exceed  25 
percent. 

Sodium  hydroxide,  not  to  _ 

exceed  1  percent. 

(h)  Food  starch  may  be  modified  by  a 
combination  of  the  treatments  prescribed 
by  paragraphs  (a)  and/or  (b)  of  this 
section  and  any  one  of  the  treatments 
prescribed  by  paragraph  (c),  (d),  (e). 
(f),  or  (g)  of  this  section,  subject  to  any 
limitations  prescribed  by  the  paragraphs 
named. 

§  172.894  Modified  eollonseed  products 
intended  for  human  consumption. 

The  food  additive  modified  cottonseed 
products  may  be  used  for  human  con¬ 
sumption  in  accordance  with  the  follow¬ 
ing  prescribed  conditions: 

(a)  The  additive  is  derived  from: 

(1)  Decorticated,  partially  defatted, 
cooked,  ground  cottonseed  kernels;  or 

(2)  Decorticated,  groimd  cottonseed 
kernels,  in  a  process  that  utilizes 
n-hexane  as  an  extracting  solvent  in 
such  a  way  that  no  more  than  60  parts 
per  million  of  n-hexane  residues  and 
less  than  1  percent  fat  by  weight  remain 
in  the  finished  product;  or 

(3)  Glandless  cottonseed  kernels 
roasted  to  attain  a  temperature  of  not 
less  than  250*  F  in  the  kernel  for  not  less 
than  5  minutes  for  use  as  a  snack  food, 
or  in  baked  goods,  or  in  soft  candy;  or 

(4)  Raw  glandless  cottonseed  kernels 
may  be  used  in  hard  candy  where  the 
kernel  temperature  during  cooking  will 
exceed  250”  F  for  not  less  than  5  mmutes. 

<b)  The  additive  is  prepared  to  meet 
the  following  specifications; 

(1)  Free  gossypol  content  not  to  ex¬ 
ceed  450  parts  per  million. 


(2)  It  contains  no  added  arsenic  com¬ 
pound  and  therefore  may  not  exceed  a 
maximum  natural  backgroxmd  level  of 
0.2  part  per  million  total  arsenic,  calcu¬ 
lated  as  As. 

(c)  To  assure  safe  use  of  the  additive, 
the  label  of  the  food  additive  container 
shall  bear,  in  addition  to  other  informa¬ 
tion  required  by  the  act,  the  name  of 
the  additive  as  follows: 

(1)  The  additive  identified  in  para¬ 
graph  laXl)  of  this  section  as  “par¬ 
tially  defatted,  cooked  cottonseed  flour”. 

(2)  The  additive  identified  in  para¬ 
graph  (a)  (2)  of  this  section  as  "defatted 
cottonseed  floor”. 

(3)  The  additive  identified  in  para¬ 
graph  (a)  <3)  of  this  section  as  “roasted 
glandles  cottonseed  kernels”. 

(4)  The  additive  identified  in  para¬ 
graph  (a)  (4)  of  this  section  as  “raw 
glandless  cottonseed  kernels  for  use  in 
cooked  hard  candy”. 

(d)  The  Food  and  Drug  Administra¬ 
tion  and  the  Environmental  Protection 
Agency  have  determined  that  glandless 
cottonseed  kernels  permitted  for  use  by 
this  section  are  a  distinct  commodity 
from  glanded  cottonseed. 

§  172.896  Dried  yeasts. 

Dried  yeast  ( Saecharomyces  cerevisiae 
and  Saecharomyces  fragilis)  and  dried 
torula  yeast  (Candida  uttiis)  may  be 
safely  used  in  food  provided  the  total 
folic  acid  contoit  of  the  yeast  does  not 
exceed  0.04  milligram  per  gram  of  yeast 
(approximately  0.008  milligram  of 
pteroyglutamic  acid  per  gram  of  yeast) . 

§  172.898  Bakers  yeast  glycan. 

Bakers  yeast  glycan  may  be  safely 
used  in  food  in  accordance  with  the 
following  conditions: 

(a)  Bakers  yeast  glycan  is  the  com¬ 
minuted.  washed,  pasteurized,  and  dried 
cell  walls  of  the  yeast.  Saecharomyces 
cerevisiae.  It  is  composed  principally  of 
long  chain  carbohydrates,  not  less  than 
85  percent  on  a  dry  solids  basis.  Hie 
carbohydrate  is  composed  of  glycan  and 
mannan  imits  in  approximately  a  2:1 
ratio. 

(b)  The  additive  meets  the  following 
specifications  on  a  dry  weight  basis:  Less 
than  0.4  part  per  million  (ppm)  arsenic, 
0.13  ppm  cadmium,  0.2  ppm  lead,  0.05 
ppm  mercury.  0.09  ppm  selenium,  and 
10  ppm  zinc. 

(c)  The  viable  microbial  content  of 
the  finished  ingredient  is: 

(1)  Less  than  10,000  organisms/gram 
b'y  aerobic  plate  count. 

(2)  Less  than  10  yeasts  and  molds/ 
gram. 

(3)  Negative  for  Salmonella,  E.  coli,  co- 
agulase  positive  Staphylococci,  Clostrid¬ 
ium  perfringens,  Clostridium  botulinum, 
or  any  other  recognized  microbial  patho¬ 
gen  or  any  harmful  microbial  toxin. 

(d)  The  additive  is  used  or  intended 
for  use  only  in  salad  dressings  as  an 
emulsifier  and  emulsifier  salt  as  defined 
in  §  170.3(0)  (8)  of  this  chapter,  stabilizer 
and  thickener  as  defined  in  f  170.3(o) 
(28)  of  this  chapter,  or  texturizer  as 
defined  in  §  170.3(o)(32)  of  this  chapter 
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at  a  maximum  concentration  of  5  per¬ 
cent. 

(e)  The  label  and  labeling  of  the  in¬ 
gredient  shall  bear  adequate  directions 
to  assure  that  use  of  the  ingredient  com¬ 
plies  with  this  regulation. 

PART  173— SECONDARY  DIRECT  FOOD 
ADDITIVES  PERMITTED  IN  FOOD  FOR 
HUMAN  CONSUMPTION 

Subpart  A — Polymer  Substances  for  Food 
Treatment 

Sec. 

173.5  Acrylate -Ucrylamlde  resins. 

173.10  Modified  polyacrylamide  resin. 

173.20  Ion-exchange  membranes. 

173.25  Ion-exchange  resins. 

173.40  Molecular  sieve  resins. 

173.50  Polyvlnylpolypyrrolldone. 

173.55  Polyvinylpyrrolidone. 

Subpart  B — Enzyme  Preparations  and 
Microorganisms 

173.110  Amyloglucosldase  derived  from 
Rhizopus  niveus. 

173.120  Carbohydrase  and  cellulase  derived 
from  Aspergillus  niger. 

173.130  Carbohydrase  derived  from  Rhizo- 
pus  oryzae. 

173.135  Catalase  derived  from  Microccocus 
lysodeikticus . 

173.145  Alpha-Galactosidase  derived  from 
Morteirella  vinaceae  var.  rif- 
flnoseutilizer. 

173.150  Mllk-clottlng  enzyme. 

173.160  Candida  guilliermondii. 

173.165  Candida  lipolytica. 

Subpart  C — Solvents,  Lubricants,  Release  Agents 
and  Related  Substances 

173.210  Acetone. 

173.220  1.3-Butylene  glycol. 

173.230  Ethylene  dlchlorlde. 

173.240  Isopropyl  alcohol. 

173.250  Methyl  alcohol  residues. 

173.255  Methylene  chloride. 

173.270  Hexane. 

173.275  Hydrogenated  sperm  oil. 

173.280  Solvent  extraction  process  for 
citric  acid. 

173.290  Trichloroethylene. 

Subpart  D — Specific  Usage  Additives 
173.310  Boiler  water  additives. 

173.315  Chemicals  used  in  washing  or  to 
assist  In  the  lye  peeling  of  fruits 
and  vegetables. 

173.320  Chemical  for  controlling  microorga¬ 
nisms  In  cane-sugar  and  beet- 
sugar  mills. 

173.340  Defoamlng  agents. 

173.345  Chloropentafluoroethane. 

173.350  Combustion  product  gas. 

173.355  Dlchlorodlfiuoromethane. 

173.360  Octafiuorocyclobutane. 

173.385  Sodium  methyl  sulfate. 

Authority:  Secs.  409.  701,  52  Stat.  1055- 
1056,  72  Stat.  1785-1786  as  amended  (21 
U.S.C.  348.  371),  unless  otherwise  notpd. 

Subpart  A — Polymer  Substances  for  Food 
Treatment 

§  173.5  Acrylate-acrylamide  resins. 

Acrylate-acrylamide  resins  may  be 
safely  used  in  food  under  the  following 
prescribed  conditions: 

(a)  The  additive  consists  of  one  of  the 
following: 

(1)  Acrylamide-acrylic  acid  resin  (hy¬ 
drolyzed  polyacrylamide)  is  produced  by 
the  polymerization  of  acrylamide  with 
partial  hydrolysis,  or  by  copolymeriza¬ 
tion  of  acrylamide  and  acrylic  acid,  with 
the  greater  part  of  the  polymer  being 
composed  of  acrylamide  units. 


(2)  Sodium  polyacrylate-acrylamide 
resin  is  produced  by  the  polymerization 
and  subsequent  hydrolysis  of  acryloni¬ 
trile  in  a  sodium  silicate-sodium  hydrox¬ 
ide  aqueous  solution,  with  the  greater 
part  of  the  polymer  being  composed  of 
acrylate  units. 

(b)  The  additive  contains  not  more 
than  0.05  percent  of  residual  monomer 
calculated  as  acrylamide. 

(c)  The  additive  is  used  or  intended 
for  use  as  follows: 

(1)  The  additive  identified  in  para¬ 
graph  (a)(1)  of  this  section  is  used  as  a 
fiocculent  in  the  clarification  of  beet 
sugar  juice  and  liquor  or  cane  sugar 
juice  and  liquor  in  an  amount  not  to  ex¬ 
ceed  5  parts  per  million  by  weight  of  the 
juice  or  10  parts  per  million  by  weight 
of  the  liquor. 

(2)  The  additive  identified  in  para¬ 
graph  (a)(2)  of  this  section  is  used  to 
control  organic  and  mineral  scale  in  beet 
sugar  juice  and  liquor  or  cane  sugar  juice 
and  liquor  in  an  amount  not  to  exceed 
2.5  parts  per  million  by  weight  of  the 
juice  or  liquor. 

§  173.10  Modified  polyacrylamide  resin. 

Modified  polyacrylamide  resin  may  be 
safely  used  in  food  in  accordance  with 
the  following  prescribed  conditions: 

(a)  The  modified  polyacrylamide  resin 
is  produced  by  the  copolymerization  of 
acrylamide  with  not  more  than  5-mole 
percent  /3-methacrylyloxyethyltrimethyl- 
ammonium  methyl  sulfate. 

(b)  The  modified  polyacrylamide  resin 
contains  not  more  than  0.05  percent 
residual  acrylamide. 

(c)  The  modified  polyacrylamide  resin 
is  used  as  a  fiocculent  in  the  clarification 
of  beet  or  cane  sugar  juice  in  an  amount 
not  exceeding  5  parts  per  million  by 
weight  of  the  juice. 

(d)  To  assure  safe  use  of  the  additive, 
the  label  and  labeling  of  the  additive 
shall  bear,  in  additiem  to  the  other  in¬ 
formation  required  by  the  act,  adequate 
directions  to  assure  use  in  compliance 
with  paragraph  (c)  of  this  section. 

§  173.20  Ion-exchange  membranes. 

Ion-exchange  membranes  may  be  safe¬ 
ly  used  in  the  processing  of  food  under 
the  following  prescribed  conditions: 

(a)  The  ion-exchange  membrane  is 
prepared  by  subjecting  a  polyethylene 
base  conforming  to  §  177.1520  of  this 
chapter  to  polymerization  with  styrene 
until  the  polystyrene  phase  of  the  base 
is  not  less  than  16  percent  nor  more  than 
30  percent  by  weight.  The  base  is  then 
modified  by  reaction  with  chloromethyl 
methyl  ether,  and  by  subsequent  amina- 
tion  with  trimethylamine,  dimethyl- 
amine,  diethylenetriamine,  or  dimethyl- 
ethanolamine. 

(b)  The  ion-exchange  membrane  is 
manufactured  so  as  to  comply  with  the 
following  extraction  limitations  when 
subjected  to  the  described  procedure: 
Separate  square-foot  samples  of  mem¬ 
brane  weighing  approximately  14  grams 
each  are  cut  into  small  pieces  and  re¬ 
fluxed  for  4  hours  in  150  cubic  centi¬ 
meters  of  the  following  solvents:  Dis¬ 
tilled  w'ater,  5  percent  acetic  acid,  and  50 
percent  alcohol.  Extraction  from  each 


sample  will  not  exceed  0.4  percent  by 
weight  of  sample. 

(c)  The  ion-exchange  membrane  will 
be  used  in  the  production  of  grapefruit 
juice  to  adjust  the  ratio  of  citric  acid  to 
total  solids  of  the  grapefruit  juice  pro¬ 
duced. 

§  173.25  Ion-exchange  resins. 

Ion-exchange  resins  may  be  safely 
used  in  the  treatment  of  food  under  the 
following  prescribed  conditions: 

(а)  The  ion-exchange  resins  are  pre¬ 
pared  in  appropriate  physical  form,  and 
consist  of  one  or  more  of  the  following:,- 

(1)  Sulfonated  copolymer  of  styrene 
and  divinylbenzene. 

(2)  Sulfonated  anthracite  coal  meet¬ 
ing  the  requirements  of  ASTM-D388-38, 
Class  I,  Group  2. 

(3)  Sulfite-modifiecL  cross-linked  phe¬ 
nol-formaldehyde,  with  modification  re¬ 
sulting  in  sulfonic  acid  groups  on  side 
chains. 

(4)  Methacrylic  acid-divinylbeneze 
copolymer. 

(5)  Cross-linked  polystyrene,  first 
chloromethylated  then  aminated  with 
trimethylamine,  dimethylamine,  diethyl¬ 
enetriamine,  or  dimethylethanolamine. 

(б)  Diethylenetriamine,  triethylene- 
tetramine,  or  tetraethylenepentamine 
cross-linked  with  epichlorohydrin. 

(7)  Cross-linked  phenol-formaldehyde 
activated  with  one  or  both  of  the  follow¬ 
ing:  Triethylene  tetramine  and  tetra¬ 
ethylenepentamine. 

(8)  Reaction  resin  of  formaldehyde, 
acetone,  and  tetraethylenepentamine. 

(9)  Completely  hydrolyzed  cojxilymers 
of  methyl  acrylate  and  divinylbenzene. 

(10)  Completely  hydrolyzed  terpoly- 
mers  of  methyl  acrylate,  divinylbenzene, 
and  acrylonitrile. 

(11)  Sulfonated  terpolymers  of  sty¬ 
rene,  divinylbenzene,  and  acrylonitrile 
or  methyl  acrylate. 

(12)  Methyl  acrj'late-divinylbenzene 
copolymer  containing  not  less  than  2  per¬ 
cent  by  weight  of  divinylbenzene,  amino- 
lyzed  with  dimethylaminopropylamine. 

(13)  Methyl  acrylate-divinylbenzenf 
copolymer  containing  not  less  than  3.5 
percent  by  w'eight  of  divinylbenzene, 
aminolyzed  with  dimethylaminopropyla¬ 
mine. 

(14)  Epichlorohydrin  cross-linked 
with  ammonia. 

(15)  Sulfonated  tetrapolymer  of 
styrene,  divinylbenzene,  acrylonitrile, 
and  methyl  acrylate  derived  from  a  mix¬ 
ture  of  monomers  containing  not  more 
than  a  total  of  2  percent  by  w’eight  of 
acrylonitrile  and  methyl  acrylate. 

(16)  Methyl  acrylate-dlvinylbenzene- 
diethylene  glycol  divinyl  ether  terpoly- 
mer  containing  not  less  than  3.5  percent 
by  weight  of  divinylbenzene  and  not  more 
than  0.6  percent  by  weight  of  diethylene 
glj’col  divinyl  ether,  aminolyzed  with 
dimethylaminopropylamine. 

(17)  Styrene  -  divinylbenzene  cross- 
linked  copolymer,  first  chloromethylated 
then  aminated  with  dimethylamine  and 
oxidized  with  hydrogen  peroxide  whereby 
the  resin  contains  not  more  than  15  per¬ 
cent  by  weight  of  vinyl  IVjy-dimethyl- 
benzylamme-lV-oxide  and  not  more  than 
6.5  percent  by  weight  of  nitrogen. 
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(b)  Ion-exchange  resins  are  used  In 
the  ptirlflcation  of  foods.  Including  pota¬ 
ble  water,  to  remove  undesirable  i<ms  or 
to  replace  less  desirable  ions  with  one  or 
more  of  the  following:  Bicarbonate,  cal¬ 
cium.  carbonate,  chloride,  hydrogen,  hy¬ 
droxyl,  magnesium,  potassium,  sodiiun, 
and  sulfate  except  that:  The  Ion- 
exchange  resin  identified  in  paragraph 

(a)  (12)  of  this  section  Is  used  only  in 
accordance  with  paragraph  (b)(1)  of 
this  section,  the  ion-exchange  resin  iden¬ 
tified  in  paragraph  (a)  (13)  of  this  sec¬ 
tion  Is  used  only  in  accordance  with 
paragraph  (b)  (2)  of  this  section,  the 
resin  identified  In  paragraph  (a)  (16)  of 
this  section  is  used  only  in  accordance 
with  paragraph  (b)  (1)  or  (2)  of  this 
section,  and  the  Ion-exchange  resin  iden¬ 
tified  In  paragraph  (a)  (17)  of  this  sec¬ 
tion  Is  used  only  in  accordance  with 
paragraph  (b)(3)  of  this  section. 

(1)  The  Ion-exchange  resins  identified 
in  paragraph  (a)  (12)  and  (16)  of  this 
section  are  used  to  treat  water  for  use 
in  the  manufacture  of  distilled  alcoholic 
beverages,  subject  to  the  following  con¬ 
ditions: 

(1)  The  water  is  subjected  to  treat¬ 
ment  through  a  mixed  l^d  consisting  of 
one  of  the  resins  identified  in  paragraph 

(a)  (12)  or  (16)  of  this  section  and  one 
of  the  strongly  acidic  cation-exchange 
resins  in  the  hydrogen  form  identified  In 
paragraph  (a)  (1).  (2),  and  (11)  of  this 
section;  or 

(ID'Tlre  water  is  first  subjected  to  one 
of  the  resins  identified  in  paragraph  (a) 
(12)  or  (16)  of  this  section  and  Is  Sub¬ 
sequently  subjected  to  treatment  through 
a  bed  of  activated  carbon  or  (me  of  the 
strongly  acidic  cation-exchange  resins 
In  the  hydrogen  form  identified  in  para¬ 
graph  (8;)  (1),  (2).  and  (11)  of  this 
secticm. 

(Ill)  nre  temperature  of  the  water 
passing  through  the  resin  beds  identi¬ 
fied  in  paragraph  (b)(1)  (1)  and  (11)  of 
this  section  is  maintained  at  30*  C  or 
less,  and  the  flow  rate  of  the  water  pass¬ 
ing  through  the  beds  is  not  less  than  2 
gallons  per  cubic  foot  per  minute. 

(iv)  The  ion -exchange  resins  identi¬ 
fied  in  paragraph  (a)  (12)  or  (16)  of  this 
section  are  exempted  from  the  require¬ 
ments  of  F>aragraph  (c)(4)  of  this  sec¬ 
tion.  but  the  strongly  acidic  cation- 
exchange  resins  referred  to  in  paragraph 

(b)  (1)  (1)  and  (11)  of  this  section  used  In 
the  process  meet  the  requirements  of 
paragraph  (c)  (4)  of  this  section,  except 
for  the  exemption  described  in  paragraph 
(d)  of  this  section. 

(2)  The  ion-exchange  resins  identified 
in  paragraph  (a)  (13)  and  (16)  of  this 
section  are  used  to  treat  water  and  aque¬ 
ous  food  only  of  the  types  identified 
imder  categories  1. 11,  and  VI-B  in  table 
1  of  §  176.170(c)  of  this  chapter;  Pro¬ 
vided.  That  the  temperature  of  the  water 
or  food  passing  through  the  resin  beds 
is  maintained  at  50*  C  or  less  and  the 
flow  rate  of  the  water  or  food  passing 
through  the  beds  is  not  less  than  0.5  gal¬ 
lon  per  cubic  f(X)t  per  minute. 

(3)  The  ion-exchange  resin  identified 
in  paragraph  (a)  (17)  of  this  section  is 
used  only  for  industrial  application  to 


treat  bulk  quantities  of  aqueous  f<X)d,  In¬ 
cluding  potable  water,  or  for  treatment 
of  municipal  water  supplies,  subject  to 
the  condition  that  the  temperature  of 
the  f(x>d  or  water  passing  through  the 
resin  bed  is  maintained  at  25*  C  or  less 
and  the  flow  rate  of  the  f(X)d  or  water 
passing  through  the  bed  is  not  less  than 
2  gallons  per  cubic  foot  per  minute. 

(c)  To  Insiu^  safe  use  of  Ion-exchange 
resins,  each  ion-exchange  resin  will  be: 

(1)  Subjected  to  pre-use  treatment  by 
the  manufacturer  and  or  the  user  in  ac¬ 
cordance  with  the  manufacturer’s  direc¬ 
tions  prescribed  on  the  label  or  labeling 
accompanying  the  resins,  to  guarantee  a 
f(x>d-grade  purity  of  ion-exchange 
resins.  In  accordance  with  gcxxl  manu¬ 
facturing  practice. 

(2)  Accompanied  by  label  or  labeling 
to  Include  directions  for  use  coi\slstent 
with  the  intended  functional  purpose  of 
the  resin. 

(3)  Used  In  compliance  with  the  label 
or  labeling  requlre(i  by  paragraph  (c)(2) 
of  this  section. 

(4)  Foimd  to  result  In  no  more  than 
1  part  per  milllcm  of  organic  extractives 
obtain^  with  each  of  the  named  sol¬ 
vents,  distilled  water,  15  percent  alcohol, 
and  5  percent  acetic  acid  when,  having 
been  washed  and  oth«wlse  treated  In  ac¬ 
cordance  writh  the  manufacturer’s  direc¬ 
tions  for  preparing  them  for  use  with 
fo<xl.  the  ion-exchange  resin  Is  subjected 
to  the  following  test:  Using  a  separate 
Ion-exchange  column  for  each  solvent, 
prepare  columns  using  50  milliliters  of 
the  ready  to  use  Ion-exchange  resin  that 
is  to  be  tested.  While  maintaining  the 
highest  temperature  that  will  be  encoun¬ 
tered  in  use  pass  through  these  beds  at 
the  rate  of  350-450  milliliters  per  hour 
the  three  test  solvents  distilled  water,  15 
percent  (by  volume)  ethyl  alcohol,  and 
5  percent  (by  weight)  acetic  acid.  The 
first  liter  of  effluent  from  each  solvent  is 
discarded,  then  the  next  2  liters  are  used 
to  determine  organic  extractives.  The 
2 -liter  sample  is  carefully  evaporated  to 
constant  weight  at  105*  C;  this  is  total 
extractives.  This  residue  Is  fired  In  a 
muffle  furnace  at  850*  C  to  constant 
weight;  this  is  ash.  Total  extractives, 
minus  ash  equals  the  organic  extractives. 
If  the  organic  extractives  are  greater 
than  1  part  per  million  of  the  solvent 
used,  a  blank  ^ould  be  run  on  the  solvent 
and  a  correction  should  be  made  by  sub¬ 
tracting  the  total  extractives  obtained 
with  the  blank  fixun  the  total  extractives 
obtained  in  the  resin  test.  The  solvents 
used  are  to  be  made  as  follow’s:  * 

Distilled  water  (de-lonlzed  water  Is  distilled) . 
15  percent  ethyl  alcohol  made  by  mixing  15 
volumes  of  absolute  ethyl  alcohol  A.C.S. 
reagent  grade,  with  85  volumes  of  distilled 
de-lonlzed  water. 

5  percent  acetic  acid  made  by  mixing  5  parts 
by  weight  of  A.C.S.  reagent  grade  glacial 
acetic  acid  with  05  parts  by  weight  of  dis¬ 
tilled  de-lonlzed  water. 

In  addition  to  the  organic  extractives 
limitation  prescribed  in  this  paragraph, 
the  ion-exchange  resin  identified  in 
paragraph  (a)  (17)  of  this  section,  when 
extracted  with  each  of  the  named  sol¬ 
vents,  distilled  w’ater,  50  percent  alcohol. 


and  5  percent  acetic  acid,  will  be  found 
to  result  in  not  more  than  7  parts  per 
million  of  nitrogen  extractives  (calcu¬ 
lated  as  nitrogen)  when  the  resin  in  the 
free-base  form  is  subjected  to  the  follow¬ 
ing  test  immediately  before  each  use: 
Using  a  separate  1-lnch  diameter  glass 
ion-exchange  column  for  each  solvent, 
prepare  each  column  using  100  milliliters 
of  ready  to  use  ion-exchange  resin  that 
is  to  be  tested.  With  the  bottom  outlet 
closed,  fill  each  ion-exchange  column 
with  one  of  the  three  solvents  at  a  tem¬ 
perature  of  25*  C  until  the  solvent  level 
is  even  with  the  top  of  the  resin  bed. 
Seal  each  column  at  the  top  and  bottom 
and  store  in  a  vertical  position  at  a  tem¬ 
perature  of  25*  C.  After  96  hours,  open 
the  top  of  each  column,  drain  the  solvent 
Into  a  collection  vessel,  and  analyze  each 
drained  solvent  and  a  solvent  blank  for 
nitrogen  by  a  standard  micro-Kjeldahl 
method. 

(d)  The  ion-exchange  resins  Identified 
in  paragraph  (a)  (1),  (2).  (11).  and  (15) 
of  this  section  are  exempted  from  the 
acetic  acid  extraction  requirement  of 
paragraph  (c)(4)  of  this  section. 

(e)  Acrylonitrile  copolymers  identified 
in  this  section  shall  comply  with  the 
provisions  of  S  180.22  of  this  chapter. 

§  1 73.40  Molecular  sieve  resins. 

Molecular  sieve  resins  may  be  safely 
used  in  the  pr(x;essing  of  food  under  the 
following  prescribed  conditions: 

(a)  The  molecular  sieve  resins  consist 
of  purified  devtran  having  an  average 
molecular  weight  of  40.000,  cross-linked 
with  epichlorohydrin  in  a  ratio  of  1  part 
of  dextran  to  10  parts  of  epichlorohy¬ 
drin.  to  give  a  stable  three  dimensional 
structure.  The  resins  have  a  pore  size  of 
2.0  to  3.0  milliliters  per  gram  of  dry  resin 
(expressed  in  terms  of  water  regain), 
and  a  particle  size  of  10  to  300  microns. 

(b)  The  molecular  sieve  resins  are 
thoroughly  washed  with  potable  water 
prior  to  their  first  use  in  contact  with 
food. 

(c)  Molecular  sieve  resins  are  used  as 
the  gel  filtration  media  in  the  final  puri¬ 
fication  of  partially  delactosed  whey.  The 
gel  bed  shall  be  maintained  In  a  sani¬ 
tary  manner  in  accordance  with  good 
manufacturing  practice  so  as  to  prevent 
microbial  build-up  on  the  bed  and  adult¬ 
eration  of  the  product. 

§  173.50  Polyvinylpolypyrrolidone. 

The  food  additive  polyvlnylpolypyr- 
rolidone  may  be  safely  used  In  accord¬ 
ance  with  the  foUowlng  prescribed  con¬ 
ditions: 

(a)  The  additive  is  a  homopolymer  of 
purified  vlnylpyiTolldone  catalytlcally 
produced  under  conditions  producing 
polymerization  and  cross-linking  such 
that  an  insoluble  polymer  is  produced. 

(b)  The  food  additive  is  so  processed 
that  when  the  finished  polymer  is  re¬ 
fluxed  for  3  hours  with  water.  5  percent 
acetic  acid,  and  50  percent  alcohol,  no 
more  than  50  parts  per  million  of  ex- 
tractables  Is  obtained  with  each  solvent. 

(c)  It  Is  used  or  Intended  for  use  as 
a  clarifying  agent  In  beverages  and  vine¬ 
gar.  followed  by  removal  with  fUtratlcm. 
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§  173.55  Polyvinylpyrrolidone. 

The  food  additive  polyvinylpyrrolidone 
may  be  safely  used  in  accordance  with 
the  following  prescribed  conditions: 

(a)  The  additive  is  a  polymer  of  piu-i- 
fled  vinylpyrrolidone  cataljrtically  pro¬ 
duced,  having  an  average  molecular 
weight  of  40,000  and  a  maximum  im- 


Subpart  B — Enzyme  Preparations  and 
Microorganisms 

§  173.110  Amyloglucosidase  derived 
from  Rhizopus  niveus. 

Amyloglucosidase  enzyme  product, 
craisisting  of  enzyme  derived  from  Rhi- 
zopus  niveus,  and  diatomaceous  silica  as 
a  carrier,  may  be  safely  used  in  food  in 
accordance  with  the  following  condi¬ 
tions: 

(a)  Rhizopus  niveus  is  classified  as  fol¬ 
lows:  Class,  Phycomycetes;  order,  Muco- 
rales;  family,  Mucoraceae;  genus,  Rhi¬ 
zopus:  species,  niveus. 

(b)  liie  strain, of  Rhizopus  niveus  is 
ncmpathogenic  and  ncmtoxlc  in  man  or 
other  animals. 

(c)  The  enzyme  is  produced  by  a 
process  which  completely  removes  the 
organism  Rhizopus  niveus  from  the 
amyloglucosidase. 

(d)  nie  additive  is  used  or  intended 
for  use  for  degrading  gelatinized  starch 
into  constituent  sugars,  in  the  production 
of  distilled  spirits  and  vinegar. 

(e)  TTie  additive  is  used  at  a  level  not 
to  exceed  0.1  percent  by  weight  of  the 
gelatinized  starch. 

§  173.120  Carbohydrase  and  cellulase 
derived  from  Aspergillus  niger. 

Carbohydrase  and  cellulase  enzyme 
preparation  derived  from  Aspergillus 
niger  may  be  safely  used  in  food  in  ac¬ 
cordance  with  the  following  prescribed 
conditions: 

(a)  Aspergillus  niger  is  classified  as 
follows:  Class,  Deuteromycetes;  order, 
Moniliales;  family,  Moniliaceae;  genus, 
Aspergillus:  species,  niger. 

(b)  TTie  strain  of  Aspergillus  niger  is 
nonpathogenlc  and  nontoxic  in  man  or 
other  animals. 

(c)  The  additive  is  produced  by  a  proc¬ 
ess  that  completely  removes  the  orga¬ 
nism  Aspergillus  niger  from  the  carbohy¬ 
drase  and  cellulase  enzyme  product. 


saturation  of  1  percent,  calculated  as 
the  monomer,  except  that  the  polyvinyl¬ 
pyrrolidone  used  in  beer  is  that  having 
an  average  molecular  weight  of  360,000 
and  a  maximiim  unsaturation  of  1  per¬ 
cent,  calculated  as  the  monomer. 

(b)  The  additive  is  used  or  intended 
for  use  in  foods  as  follows: 


for  use  as  follows: 

(1)  For  removal  of  visceral  mass  (bel¬ 
lies)  in  clam  processing. 

(2)  As  an  aid  in  the  removal  of  the 
shell  from  the  edible  tissue  in  shrimp 
processing. 

(e)  ITie  additive  is  Used  in  an  amount 
not  in  excess  of  the  minimum  required 
to  produce  its  intended  effect. 

§  173.130  Carbohydrase  derived  from 
Rhizopus  oryxae. 

Carbohydrase  from  Rhizopus  oryzae 
may  be  safely  used  in  the  production  of 
dextrose  from  starch  in  accordance  with 
the  following  prescribed  conditions: 

(a)  Rhizopus  oryzae  is  classified  as 
follows:  Class.  PhywMnycetes;  order, 
Mucorales;  family,  Mucoraceae;  genus, 
Rhizopus:  species,  Rhizopus  oryzae. 

(b)  The  strain  of  Rhizopus  oryzae  is 
nonpathogenic  and  nontoxic. 

(c)  The  carbohydrase  is  produced  un¬ 
der  controlled  conditions  to  maintain 
nonpathogenicity  and  nontoxicity,  in¬ 
cluding  the  absence  of  afiatoxin. 

(d)  The  cartxdiydrase  is  produced  by 
a  process  which  c(»npletely  removes  the 
organism  Rhizopus  oryzae  from  the  car¬ 
bohydrase  product. 

(e)  The  carbohydrase  is  maintained 
under  refrigeration  frmn  production  to 
use  and  is  labeled  to  include  the  neces¬ 
sity  of  refrigerated  storage. 

§  173.135  Catalase  derived  from  Micro¬ 
coccus  lysodeikticus. 

Bacterial  catalase  derived  from  Micro¬ 
coccus  lysodeikticus  by  a  pure  culture 
fermentation  process  may  be  safely  used 
in  destroying  and  removing  hydrogen 
peroxide  used  in  the  manufacture  of 
cheese,  in  accordance  with  the  following 
conditions. 

(a)  The  organism  Micrococcus  lyso¬ 
deikticus  from  which  the  bacterial  cata¬ 
lase  is  to  be  derived  is  demonstrated  to 
be  nontoxic  and  nonpathogenic. 


(b)  The  organism  Micrococcus  lyso¬ 
deikticus  is  removed  from  the  bacterial 
catalase  prior  to  use  of  the  bacterial 
catalase. 

(c)  The  bacterial  catalase  is  used  in 
an  amount  not  in  excess  of  the  minlmxun 
required  to  produce  its  intended  effect. 

§  173.145  Alpha-Calactosidase  derived 
from  Morteirella  vinaceao  var.  raf- 
finoseutilizer. 

The  food  additive  alpha-galactosidase 
and  parent  mycelial  microorganism  Afor- 
tierella  vinaceae  var.  rafflnoseutilizer 
may  be  safely  used  in  food  in  accordance 
with  the  following  conditions: 

(a)  The  food  additive  is  the  enzyme 
alpha-galactosidase  and  the  mycelia  of 
the  microorganism  Mortierella  vinaceae 
var.  rafflnoseutilizer  which  produces  the 
enzyme. 

(b)  The  nonpathogenic  microorga¬ 
nism  matches  American  Type  Culture 
CoUection  (ATCC)  No.  20034,“  and  is 
classified  as  follows: 

Class:  Phycomycetes. 

Order:  Mucorales. 

Family:  Mortlerell<M:eae. 

Oenus:  Mortierella. 

Species:  vinaceae. 

Variety:  rafflnoseutilizer.  • 

(c)  The  additive  is  used  or  intended 
for  use-  in  the  production  of  sugar 
(sucrose)  from  sugar  beets  by  addition 
as  mycelial  pellets  to  the  molasses  to  in¬ 
crease  the  yield  of  sucrose,  followed  by 
removal  of  the  spent  mycelial  pellets  by 
filtration. 

(d)  The  enzyme  removal  is  such  that 
there  are  no  enzyme  or  mycelial  residues 
remaining  in  the  finished  sucrose. 

§  173.150  Milk-clotting  enzyme. 

Milk-clotting  enzyme  produced  by 
pure-culture  fermentation  process  may 
be  safely  used  in  the  production  of  cheese 
in  accordance  with  the  following  pre¬ 
scribed  conditions: 

(a)  Milk -clotting  enzyme  Is  derived 
from  one  of  the  following  organisms  by 
a  pure-culture  fermentation  process: 

(1)  Endothia  parasitica  classified  as 
follows:  Class,  Ascomycetes;  order. 
Sphaeriales;  family,  Diaporthacesae; 
genus,  Endothia:  species,  parasitica. 

(2)  Bacillus  cereus  classified  as  fol¬ 
lows:  Class,  Schizomycetes;  order, 
Eubacteriales,  family.  Bacillaceae; 
genus.  Bacillus:  species,  cereus  (Frank- 
land  and  Frankland). 

(3)  Mucor  pusillus  Lindt  classified  as 
follows:  Class,  Phycomycetes;  subclass. 
Zygomycetes;  order,  Mucorales;  family, 
Mucoraceae;  genus,  Mucor:  species,  pu- 
sillus:  variety.  Lindt. 

(4)  Mucor  miehei  Cooney  et  Emerson 
classified  as  follows:  Class,  Phycomy¬ 
cetes;  subclass.  Zygomycetes;  order. 
Mucorales;  family,  Muc^aceae;  genus, 
Mucor:  species,  miehei:  variety,  Cooney 
et  Emerson. 

(b)  The  strains  of  organism  identi¬ 
fied  in  paragraph  (a)  of  this  secticm  are 


Available  from;  American  Type  Culture 
Collection,  12301  Parlclawn  Drive,  Rockville, 
MD  20852. 


Food 

Beer  _ 

Flavor  concentrates  In  tablet  form.. 

Nonnutrltlve  sweeteners  in  concen¬ 
trated  liquid  form. 

Nonnutrltlve  sweeteners  in  tablet 
form. 

Vitamin  and  mineral  concentrates  in 
liquid  form. 

Vitamin  and  mineral  concentrates  In 
tablet  form. 

Vinegar  _ 


Wine 


Limitations 

As  a  clarifying  agent,  at  a  residual  level  not  to  exceed 
10  parts  per  million. 

As  a  tabletlng  adjuvant  in  an  amount  not  to  exceed 
good  manufacturing  practice. 

As  a  stabilizer,  bodying  agent,  and  dispersant.  In 
an  amount  not  to  exceed  good  manufacturing 
practice. 

As  a  tabletlng  adjuvant  In  an  amount  not  to  ex- 
’  ceed  good  manufacturing  practice. 

As  a  stabilizer,  bodying  agent,  and  dispersant,  in 
an  amount  not  to  exceed  good  manufacturing 
practice. 

As  a  tabletlng  adjuvant  in  an  amount  not  to  ex¬ 
ceed  good  manufactiirlng  practice. 

As  a  clarifying  agent,  at  a  residual  level  not  to  exceed 
40  parts  per  million. 

As  a  clarifying  agent,  at  a  residual  level  not  to  exceed 
60  parts  per  million. 


(d)  The  additive  is  used  or  intended 
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nonpathogenlc  and  nontoxic  in  man  or 
other  animals. 

(c)  The  additive  Is  produced  by  a  proc¬ 
ess  that  completely  removes  the  gener¬ 
ating  organism  from  the  milk-clotting 
enzyme  product. 

(d)  The  additive  is  used  in  an  amount 
not  in  excess  of  the  minimum  required 
to  produce  its  intended  effect  in  the 
production  of  those  cheeses  for  which  it 
is  i>ermitted  by  standards  (A  identity  es¬ 
tablished  pursuant  to  section  401  of  the 
act. 

§  173.160  Candida  guilliermondii. 

The  food  additive  Candida  guitlier- 
mondii  may  be  safely  used  as  the  or¬ 
ganism  for  fermentation  production  of 
citric  acid  in  accordance  with  the  fol¬ 
lowing  conditions: 

(a)  The  food  additive  is  the  enzyme 
system  of  the  viable  organism  Candida 
guilliermondii  and  its  concomitant  me¬ 
tabolites  produced  during  the  fermenta¬ 
tion  process. 

(b) (1)  The  nonpathogenlc  and  non- 
toxicogenic  organism  descending  from 
strain,  American  Type  Culture  Collec¬ 
tion  (ATCX?)  No.  20474,“  is  classified  as 
follows: 

Class;  I>e\itert»nycetes. 

Order:  Monlllales. 

PamUy:  Cryptococcaceae. 

Oenus:  Candida. 

Species:  guilHermondii. 

Variety:  guilliermondii. 

(2)  The  taxcmomic  characteristics  of 
the  reference  culture  strain  ATCC  No. 
20474  agree  in  the  essentials  with  the 
standard  description  for  Candida  guil¬ 
liermondii  variety  guilliermondii,  listed 
in  “The  Yeasts — A  Taxonomic  Study.”  2d 
ed..  1970,”  by  Jac(xnina  Lodder. 

(c) (1)  The  additive  is  used  or  in¬ 
tended  for  use  as  a  pure  culture  in  the 
fermentation  process  for  the  production 
of  citric  acid  using  an  acceptable  aqueous 
carbohydrate  substrate. 

(2)  The  organism  Candida  quillier- 
mondii  is  made  nonvlable  and  is  com¬ 
pletely  removed  from  the  citric  acid  dur¬ 
ing  the  recovery  and  purification  process. 

(d)  The  additive  is  so  used  that  the 
citric  acid  produced  conforms  to  the 
specifications  of  the  “Food  Chemicals 
Codex.”  2d  ed..  1972.“ 

§  173.165  Candida  lipolytiem. 

The  food  additive  Candida  lipolytica 
may  be  safely  used  as  the  organism 
for  fermentation  production  of  citric 
acid  in  accordance  with  the  following 
conditions : 

(a)  The  food  additive  is  the  enzyme 
system  of  the  organism  Candida  lipo¬ 
lytica  and  its  concomitant  metabolites 
produced  during  the  fermentation 
process. 


“Copies  may  be  obtained  from;  The  Na¬ 
tional  Academy  of  Sciences,  2101  Constitu¬ 
tion  Ave.  NW.,  Washington,  D.C.  20037. 

“Available  from:  American  Type  Culture 
Collection,  12301  Parklawn  Drive,  RockvUle, 
MD  20852. 

“Copies  may  be  obtained  from;  Director, 
Division  of  Pood  and  Color  Additives,  Bureau 
of  Poods.  200  C  St.  SW.,  Washington,  D.C. 
20204. 
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(b)  (1)  The  nonpathogenlc  organism 
is  classified  as  follows: 

Class:  Deuteromycetes. 

Order:  Monlllales. 

Pamlly:  Cryptococcaceae. 

Oenus:  Candida. 

Species:  lipolytica. 

(2)  The  taxonomic  characteristics  of 
the  culture  agree  in  the  essentials  with 
the  standard  description  for  Candida 
lipolytica  variety  lipolytica,  listed  in  The 
Yeasts — A  Taxonomic  Study,  2d  Ed. 
(1970)“  by  Jacomina  Lodder. 

(c)  The  additive  is  used  or  Intended 
for  use  as  a  pure  culture  in  the  fermen¬ 
tation  process  for  the  production  of  citric 
acid  from  purified  normal  alkanes. 

(d)  The  additive  is  so  used  that  the 
citric  acid  produced  conforms  to  the 
specificaticms  of  the  Food  Chemicals 
Codex,  2d  Ed.  (1972)“  and  meet  the  fol¬ 
lowing  ultraviolet  absorbance  limits 
when  subjected  to  the  analytical  proce¬ 
dure  described  in  this  paragraph: 


Cntravlolet  absoihance  per 
centimeter  path  length:  Maximum 

280  to  289  millimicrons _ 0. 35 

290  to  299  millimicrons _ 0.20 

300  to  359  millimicrons _ 0. 13 

360  to  400  millimicrons _ 0. 03 


Analytical  PROcEDxnx  ron  Crraic  Aero 
GENERAL  INSTRUCTIONS 

Because  of  the  sensitivity  of  the  test,  the 
possibility  of  errors  arising  from  contamina¬ 
tion  Is  great.  It  Is  of  the  greatest  Importance 
that  all  glassware  be  scrupulously  cleaned  to 
remove  all  organic  matter  such  as  oil,  grease, 
detergent  residues,  etc.  Examine  all  glass¬ 
ware  Including  stoppers  and  stopcocks, 
under  ultraviolet  light  to  detect  any  resid¬ 
ual  fluorescent  contamination.  As  a  pre¬ 
cautionary  measure  It  Is  recommended  prac¬ 
tice  to  rinse  all  glassware  with  purified  Iso- 
octane  Immediately  before  use.  No  grease  Is 
to  be  used  on  stopcocks  or  Joints.  Great  care 
to  avoid  contamination  of  citric  acid  sam¬ 
ples  in  handling  Is  essential  to  assure  ab¬ 
sence  of  any  extraneous  material  arising 
from  Inadequate  packaging.  Because  some 
of  the  polynuclear  hydrocarbons  sought  In 
this  test  are  very  susceptible  to  photo-oxl- 
datlon,  the  entire  procedure  Is  to  be  carried 
out  under  subdued  light. 

APPARATUS 

1.  Aluminum  foil,  oil  free. 

2.  Separatory  funnels,  500-mllllllter  capac¬ 
ity,  equipped  with  tetrafluoroethylene  poly¬ 
mer  stopcocks. 

3.  Chromatographic  tubes;  (a)  80-mllll- 
meter  ID  x  900-mllllmeter  length  equipped 
with  tetrafluoroethylene  polymer  stopcock 
and  course  fritted  disk;  (b)  18-mllllmeter 
ID  X  300-mlllimeter  length  equipped  with 
tetrafluoroethylene  polymer  stopcock. 

4.  Rotary  vacuum  evaporator,  Buchl  or 
equivalent. 

6.  Spectrophotometer — Spectral  range  350- 
400  nanometers  with  spectral  silt  width  of 
2  nanometers  or  less;  under  Instrument  op¬ 
erating  conditions  for  these  absorbance 
measurements,  the  spectrophotometer  shall 
also  meet  the  following  performance  re¬ 
quirements: 

Absorbance  repeatability,  ±0.01  at  0.4  ab¬ 
sorbance. 

Wavelength  repeatability,  ±0.3  nanometer. 

Wkvelength  accuracy,  ±1.0  nanometer. 

The  spectrophotometer  is  equipped  with 
matched  1  centimeter  path  len^h  quartz 
microcuvettes  with  0.5-mlllllltcr  volume  ca¬ 
pacity. 


6.  Vacuum  oven,  minimum  Inside  dimen¬ 
sions:  200  mm  X  200  mm  x  300  mm  deep. 

REAGENTS  AND  MATERIALS 

Organic  solvents.  All  solvents  used 
throughout  the  procedure  shall  meet  the 
specifications  and  tests  described  In  this 
specification.  The  methyl  alcohol.  Isooctane, 
benzene,  hexane  and  1 .2-dlchloroethane  des¬ 
ignated  In  the  list  following  this  paragraph 
shall  pass  the  following  test; 

The  specified  quantity  of  solvent  is  added 
to  a  250-mllllllter  round  bottom  flask  con¬ 
taining  0.5  milliliter  of  purified  n-hexadecane 
and  evaporated  on  the  rotary  evaporator  at 
45*  C  to  constant  volume.  Six  milliliters  of 
purified  isooctane  are  added  to  this  residue 
and  evaporated  under  the  same  conditions 
as  above  for  5  minutes.  Determine  the  ab¬ 
sorbance  of  the  residue  compared  to  puri¬ 
fied  n-hexadecane  as  reference.  The  absorb¬ 
ance  of  the  solution  of  the  solvent  residue 
shall  not  exceed  0.03  per  centimeter  path 
length  between  280  and  299  nanometers  and 
0.01  per  centimeter  path  length  between  300 
and  400  nanometers. 

Methyl  alcohol.  A.C.S.  reagent  grade.  Dse 
100  milliliters  for  the  test  described  In  the 
preceding  paragraph.  If  necessary,  methyl 
alcohol  may  be  purified  by  distillation 
through  a  Vlrgreaux  column  discarding  the 
first  and  last  ten  percent  of  the  distillate  or 
otherwise. 

Benzene,  spectrograde  (Burdick  and  Jack- 
son  Laboratories,  Inc.,  Muskegon,  Mich.,  or 
equivalent).  Use  80  milliliters  for  the  test. 
If  necessary,  benzene  may  be  purified  by 
distillation  or  otherwise. 

Isooctane  (2.2,4-trimethvtpentane).  Use 
1(K)  milliliters  for  the  test.  If  necessary,  iso¬ 
octane  may  be  purified  by  passage  through 
a  column  of  activated  silica  gel,  distillation 
or  otherwise. 

Hexane,  spectrograde  (Burdick  and  Jack- 
son  Laboratories,  Inc.,  Muskegon,  Mich.,  or 
equivalent).  Use  100  milliliters  for  the  test. 
If  necessary,  hexane  may  be  purified  by  dis¬ 
tillation  or  otherwise. 

I.2-Dichloroethane,  spectrograde  (Mathe- 
son,  Coleman  and  Bell,  East  Rutherford,  N.J., 
or  equivalent).  Use  100  milliliters  for  the 
test.  If  necessary,  1 .2-dlchloroethane  may  be 
purified  by  distillation  or  otherwise. 

ELUTTNO  MIXTURES 

1.  10  percent  I  2-dichloroetharu  (n  hexane. 
Prepare  by  mixing  the  purified  solvents  In 
the  volume  ratio  of  1  part  of  1 ,3-dlchloro- 
ethane  to  9  parts  of  hexane. 

3.  40  percent  benzene  in  hexane.  Prepare 
by  mixing  the  purified  solvents  In  the  vol¬ 
ume  ratio  of  4  parts  of  benzene  to  6  parts  of 
hexane. 

n-Hexadecane.  99  percent  plefln-free.  De¬ 
termine  the  absorbance  compared  to  Iso¬ 
octane  as  reference.  The  absorbance  per  cen¬ 
timeter  path  length  shall  not  exceed  0.00  In 
the  range  of  380-400  nanometers.  If  neces¬ 
sary.  n-hexadecane  may  be  purified  by  per¬ 
colation  through  activated  silica  gel,  distil¬ 
lation  or  otherwise. 

Silica  gel.  28-200  mesh  (Or ode  12,  Davison 
Chemical  Co.,  Baltimore.  MD,  or  equitmlent) . 
Activate  as  follows:  Slurry  900  grams  of 
silica  gel  reagent  with  2  liters  of  purified 
water  In  a  3-llter  beaker.  Coefi  the  mixture 
and  pour  into  a  80  x  900  chromatographic 
column  with  coarse  fritted  disc.  Drain  the 
water,  wash  with  an  additional  6  liters  of 
purified  water  and  wash  with  3,600  milli¬ 
liters  of  purified  methyl  alcohol  at  a  rela¬ 
tively  slow  rate.  Drain  all  of  the  solvents  and 
transfer  the  silica  gel  to  an  aluminum  foil- 
lined  drying  dish.  Place  foil  over  the  top  of 
the  dlRh.  Activate  in  a  vacuum  oven  at  low 
vacuum  (approximately  750  millimeters  Mer¬ 
cury  or  27  inches  of  Mercury  below  atmos¬ 
pheric  pressure)  at  173*  to  1T7*  C  for  at 
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least  20  houis.  Cool  under  vacuum  and  store 
In  an  amber  bottle. 

Sodium  sulfate,  anhydrous.  A.C.S.  reagent 
grade,  nils  reagent  should  be  washed  with 
purified  Isooctane.  Check  the  purity  of  this 
reagent  as  described  In  §  172.886  of  this 
chapter. 

Water,  purified.  All  water  used  must  meet 
the  specifications  of  the  following  test: 

Extract  600  milliliters  of  water  with  50 
milliliters  of  purified  Isooctane.  Add  1  milli¬ 
liter  of  purified  n-hexadecane  to  the  Isooc¬ 
tane  extract  and  evaporate  the  resulting 
solution  to  1  mUllllter.  nie  absorbance  of 
this  residue  shall  not  exceed  0.02  per  centi¬ 
meter  path  length  between  300-400  nanom¬ 
eters  and  0.03  per  centimeter  path  length 
between  280-299  nanometers.  If  necessary, 
water  may  be  purified  by  distillation,  extrac¬ 
tion  with  purified  organic  solvents,  treatment 
with  an  absorbent  (e.g.,  activated  carbon) 
followed  by  filtration  of  the  absorbent  or 
otherwise. 

PROCEDTTKE 

Separate  portions  of  200  milliliters  of 
purified  water  are  taken  through  the  proce¬ 
dure  for  use  as  control  bl*mks.  Each  citric 
acid  sample  is  processed  as  follows:  Weigh 
200  grams  of  anhydrous  citric  acid  into  a 
500  mUliliter  flask  and  dissolve  In  200  milli¬ 
liters  of  pure  vrater.  Heat  the  solution  to 
60*  C  and  transfer  to  a  500  milliliter  separa¬ 
tory  funnel.  Rinse  the  fiask  with  50  milli¬ 
liters  of  Isooctane  and  add  the  isooctane  to 
the  separatory  funnel.  Gently  shake  the  mix¬ 
ture  90  times  (caution:  vigorous  shaking 
will  cause  emulsions)  with  periodic  release 
of  the  pressure  caused  by  shaking. 

Allow  the  phases  to  separate  for  at  least 
5  minutes.  Draw  off  the  lower  aqueous  layer 
into  a  second  500-mllllllter  separatory  fun¬ 
nel  and  repeat  the  extraction  with  A  second 
aliquot  of  50  milliliters  of  Isooctane.  After 
separation  of  the  layers,  draw  off  and  discard 
the  water  layer.  Combine  both  Isooctane  ex¬ 
tracts  in  the  fuimel  containing  the  first  ex¬ 
tract.  Rinse  the  fuimel  which  contained  the 
second  extract  with  10  milllUters  of  Isooc¬ 
tane  and  add  this  portion  to  the  combined 
isooctane  extract. 

A  chromatographic  colunm  containing  5.5 
grams  of  silica  gel  and  3  grams  of  anhydrous 
sodium  sulfate  Is  prepared  for  each  citric 
acid  sample  as  follows:  Pit  18  x  300  column 
with  a  small  glass  wool  plui;.  Rinse  the  inside 
of  the  colunm  with  10  milliliters  of  purified 
isooctane.  Drain  the  isooctane  from  the 
column.  Pour  5.5  grams  of  activated  silica 
gel  Into  the  colunm.  Tap  the  colunm  ap¬ 
proximately  20  times  on  a  semlsoft.  clean 
surface  to  settle  the  silica  gel.  Carefully  pour 
3  grams  of  anhydrous  sodium  sulfate  onto 
the  top  of  the  silica  gel  in  the  colunm. 

Carefully  drain  the  isooctane  extract  of  the 
citric  acid  solution  into  the  column  In  a 
series  of  additions  while  the  Isooctane  is 
draining  from  the  column  at  an  elution  rate 
of  approximately  3  milliliters  per  minute. 
Rinse  the  separatory  funnel  with  10  milli¬ 
liters  of  isooctane  after  the  last  portion  of 
the  extract  has  been  applied  to  the  column 
and  add  this  rinse  to  the  column.  After  all 
of  the  extract  has  been  applied  to  the  column 
and  the  solvent  layer  reaches  the  top  of  the 
sulfate  bed.  rinse  the  column  with  25  milli¬ 
liters  of  isooctane  followed  by  10  milliliters 
of  a  10-percent  dichloroethane  m  hexane 
solution.  For  each  rinse  solution,  drain  the 
column  until  the  solvent  layer  reaches  the 
top  of  the  sodium  sulfate  bed.  Discard  the 
rinse  solvents.  Place  a  250-milliliter  round 
bottom  flask  containing  0.5  milliliter  of 
purified  n-hexadecane  under  the  column. 
Elute  the  polynuclear  aromatic  hydrocarbons 
from  the  colunm  with  30  milliliters  of  40- 
percent  benzene  in  hexane  solution.  Drain 
the  eluate  until  the  40-percent  benzene  in 
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the  hexane  solvent  reaches  the  top  of  the 
sodium  sulfate  bed. 

Evaporate  the  40-percent  benzene  In  hex¬ 
ane  eluate  on  the  rotary  vacuum  evaporator 
at  45°  C  until  only  the  n-hexadecane  residue 
of  0.5  milliliter  remains.  Treat  the  n-hexa- 
decane  residue  twice  with  the  following  wash 
step:  Add  6  milliliters  of  purified  Isooctane 
and  remove  the  solvents  by  vacuum  evapora¬ 
tion  at  45*  C  to  constant  volume,  l.e.,  0.5 
milliliter.  Cool  the  n-hexadecane  residue  and 
transfer  the  solution  to  an  0.5-milllllter 
microcuvette.  Determine  the  absorbance  of 
this  solution  compared  to  purified  n-hexa-' 
decane  as  reference.  Correct  the  absorbance 
values  for  any  absorbance  derived  from  the 
control  reagent  blank.  If  the  corrected  ab¬ 
sorbance  does  not  exceed  the  limits  pre¬ 
scribed.  the  samples  meet  the  ultraviolet 
absorbance  specifications. 

Hie  reagent  blank  Is  prepared  by  using 
200  milliliters  al  purified  water  in  place  of 
the  citric  acid  solution  and  carrying  the 
water  sample  through  the  procedure.  The 
typical  control  reagent  blank  should  not  ex¬ 
ceed  0.03  absorbance  per  centimeter  path 
length  between  280  and  299  nanometers,  0.02 
absorbance  per  centimeter  path  length  be¬ 
tween  300  and  359  nanometers,  and  0.01 
absorbance  per  centimeter  path  length  be¬ 
tween  360  and  400  nanometers. 

Subpart  C — Solvents,  Lubricants,  Release 
Agents  and  Related  Substances 

§  173.210  Acetone. 

A  tolerance  of  30  parts  per  million  is 
established  for  acetone  in  spice  oleoresins 
when  present  therein  as  a  residue  from 
the  extraction  of  spice. 

§  173.220  1,3-Butylene  glycol. 

1,3-Butylene  glycol  (1,3-butanediol) 
may  be  safely  used  in  food  in  accordance 
with  the  following  prescribed  conditions: 

(a)  The  substance  meets  the  follow¬ 
ing  specifications: 

(1)  1,3-Butylene  glycol  content:  Not 
less  than  99  percent. 

(2)  Specific  gravity  at  20/20*  C:  1.004 
to  1.006. 

(3)  Distillation  range:  200*-215*  C. 

(b)  It  is  used  in  the  minimum  amount 
required  to  perform  its  intended  effect. 

(c)  It  is  tised  as  a  solvent  for  natural 
and  ssmthetic  flavoring  substances  except 
where  standards  of  identity  issued  imder 
section  401  of  the  act  preclude  such  use. 

§  173.230  Ethylene  dickloride. 

A  tolerance  of  30  parts  per  million 
is  established  for  ethylene  dichloride  in 
spice  oleoresins  when  present  therein 
as  a  residue  from  the  extraction  of  spice; 
Provided,  however.  That  if  residues  of 
other  chlorinated  solvents  are  also  pres¬ 
ent  the  total  of  all  residues  of  such 
solvents  shall  not  exceed  30  parts  per 
million. 

§  173.240  Isopropyl  alcohol. 

Isopropyl  alcohol  may  be  present  in  the 
following  foods  imder  the  conditions 
specified: 

(a)  In  spice  oleoresins  as  a  residue 
from  the  extraction  of  spice,  at  a  level 
not  to  exceed  50  parts  per  million. 

(b)  In  lemon  oil  as  a  residue  in  pro¬ 
duction  of  the  oil,  at  a  level  not  to  exceed 
6  parts  per  million. 

(c)  In  hops  extract  as  a  residue  from 
the  extraction  of  hops  at  a  level  not  to 


exceed  2.0  percent  by  weight:  Provided. 

(1)  The  hops  extrsM:t  is  added  to  the 
wort  before  or  during  cooking  in  the 
manufacture  of  beer. 

(2)  The  label  of  the  hops  extract 
specifies  the  presence  of  the  isopropyl 
alcohol  and  provides  for  the  use  of  the 
hops  extract  only  as  prescribed  by  para¬ 
graph  (c)(1)  of  this  section. 

§  173.250  Methyl  alcohol  residues. 

Methyl  alcohol  may  be  present  in  the 
following  foods  under  the  conditions 
specified: 

(a)  In  spice  oleoresins  as  a  residue 
from  the  extraction  of  spice,  at  a  level 
not  to  exceed  50  parts  per  million. 

(b)  In  hops  extract  as  a  residue  from 
the  extraction  of  hops,  at  a  level  not  to 
exceed  2.2  percent  by  weight;  Provided. 
That: 

(1)  The  hops  extract  is  added  to  the 
wort  before  or  during  cooking  in  the 
manufacture  of  beer. 

(2)  The  label  of  the  hops  extract 
specifies  the  presence  of  methyl  alcohol 
and  provides  for  the  use  of  the  hops  ex¬ 
tract  only  as  prescribed  by  paragraph 
(b)(1)  of  this  section. 

§^173.255  Methylene  chloride. 

Methylene  chloride  may  be  present  in 
*food  under  the  following  conditions: 

(a)  In  spice  oleoresins  as  a  residue 
from  the  extraction  of  spice,  at  a  level 
not  to  exceed  30  parts  per  million;  Pro¬ 
vided,  That.  If  residues  of  other  chlori¬ 
nated  solvents  are  also,  present,  the  total 
of  all  residues  of  such  solvents  shall  not 
exceed  30  parts  per  million. 

(b)  In  hops  extract  as  a  residue  from 
the  extraction  of  hops,  at  a  level  not  to 
exceed  2.2  percent.  Provided.  That; 

(1)  ITie  hops  extract  is  added  to  the 
wort  before  or  during  cocdclng  in  the 
manufacture  of  beer. 

(2)  The  label  of  the  hops  extract  iden¬ 
tifies  the  presence  of  the  methylene 
chloride  and  provides  for  the  use  of  the 
hops  extract  only  as  prescribed  by  para¬ 
graph  (b)  (1)  of  this  section. 

(c)  In  coffee  as  a  residue  from  its  use 
as  a  solvent  in  the  extraction  of  caffeine 
from  green  coffee  beans,  at  a  level  not 
to  exceed  10  parts  per  million  (0.001  per¬ 
cent)  in  decaffeinated  roasted  coffee  and 
in  decaffeinated  soluble  coffee  extract 
(instant  coffee). 

§  173.270  Hexane. 

Hexane  may  be  present  in  the  follow¬ 
ing  foods  imder  the  conditions  specified; 

(a)  In  spice  oleoresins  as  a  residue 
from  the  extraction  of  spice,  at  a  level 
not  to  exceed  25  parts  per  million. 

(b)  In  hops  extract  as  a  residue  from 
the  extraction  of  hops,  at  a  level  not  to 
exceed  2.2  percent  by  weight;  Provided. 
TtieX: 

(1)  The  hopts  extract  is  added  to  the 
wort  before  or  during  cooking  in  the 
manufacture  of  beer. 

(2)  The  label  of  the  hops  extract 
specifies  the  presence  of  the  hexane  and 
provides  tor  the  use  of  the  hops  extract 
only  as  prescribed  by  paragraph  (b)(1) 
of  this  section. 


FEDERAL  REGISTER,  VOL  42,  NO.  50 — TUESDAY.  MARCH  15,  1977 


RULES  AND  REGULATIONS 


14531 


§  173.275  Hydrogenated  sperm  oil. 

The  food  additive  hydrogenated  sperm 
oil  may  be  safely  used  in  accordance 
with  the  following  prescribed  conditions: 

(a)  The  sperm  oil  is  derived  from  ren¬ 
dering  the  fatty  tissue  of  the  sperm 
whale  or  is  prepared  by  synthesis  oi  fatty 
acids  and  fatty  alcc^ols  derived  from 
the  sperm  whale.  The  sperm  oil  ob¬ 
tained  by  rendering  is  refined.  ITie  oil 
is  hydrogenated. 

(b)  It  is  used  almie  or  as  a  component 
of  a  release  agent  or  lubricant  in  bakery 
pans. 

(c)  The  amount  used  does  not  exceed 
that  reasonably  required  to  accomplish 
the  intended  lubricating  effect. 

§  173.280  Solvent  extraction  process  for 
citric  acid. 

A  solvent  extraction  process  for  recov¬ 
ery  of  citric  acid  from  conventional  As¬ 
pergillus  niger  fermentation  liquor  may 
be  safely  used  to  produce  food-grade  cit¬ 
ric  acid  in  accordance  with  the  fcAlow- 
Ing  conditions: 

(a)  The  solvent  used  in  the  process 
consists  of  a  mixture  of  n -octyl  alcohol 
meeting  the  requirements  of  §  172.864  of 
this  chapter,  synthetic  isoparafflnic  pe¬ 
troleum  hydrocarbons  meeting  the  re¬ 
quirements  of  §  172.882  of  this  chapter, 
and  tridodecyl  amine. 

(b)  The  component  substances  are 
used  solely  as  a  solvent  mixture  and  in  a 
manner  that  does  not  result  in  forma¬ 
tion  of  products  not  present  in  cmiven- 
tionally  produced  citric  acid. 

(c)  The  citric  acid  so  produced  meets 
the  specifications  of  the  Pood  Chemicals 
Codex,  2d  Ed.  (1972)“  and  supplements 
thereto,  and  the  polynuclear  aromatic 
hydrocarbon  speciflcaticms  of  S  173.165. 

(d)  Residues  of  n-octyl  alcohol  and 
synthetic  isoparafflnic  petroleum  hydro¬ 
carbons  are  removed  in  accordance  with 
good  manufacturing  practice.  Current 
good  manufacturing  imu:tice  results  in 
residues  not  exceeding  16  parts  per  mil¬ 
lion  (piMn)  n-octvl  alcohol  and  0.47  ppm 
synthetic  isoparafflnic  petroleum  hydro¬ 
carbons  in  citric  acid. 

(e)  Tridodecyl  amine  may  be  present 
as  a  residue  in  citric  acid  at  a  level  not 
to  exceed  100  parts  per  billion. 

(Secs.  301(8),  409,  710(a),  52  SUt.  1055.  72 
Stat.  1784-1788,  as  amended  (31  U.S.C.  321  (s) , 
348,  371(a)).) 

§  173.290  Trirhioroediylme. 

Tolerances  are  established  for  residues 
of  trichloroethylene  resulting  from  its 
use  as  a  solvent  in  the  manufacture  of 
foods  as  follows: 

Decaffeinated  ground  36  parts  per  million. 

coffee. 

Decaffeinated  soluble  10  parts  per  million. 

(Instant)  coffee 

extract. 

Spice  oleoreslns _  30  parts  per  million 

(provided  that  if 
residues  of  other 
chlorinated  sol¬ 
vents  are  also 
present,  the  total 
of  all  residues  of 
such  solvents  in 
spice  oleoreslns 
shall  not  exceed 
30  parts  per  mil¬ 
lion). 


Subpart  0 — Specific  Usage  Additives 

§173.310  Boiler  water  additives. 

Boiler  water  additives  may  be  safely 
used  in  the  preparation  of  steam  that 
will  contact  food,  under  the  following 
conditions : 

(a)  The  amount  of  additive  is  not  in 
excess  of  that  required  for  its  functicmal 


purpose,  and  the  amoimt  of  steam  in 
contact  with  food  does  not  exceed  that 
required  to  produce  the  intended  effect 
in  or  on  the  food.. 

(b)  The  compounds  are  prepared  from 
substances  identified  in  paragraphs  (c) 
and  <d>  of  this  section,  and  are  subject 
to  the  limitations,  if  any,  prescribed: 

(c)  List  of  substances: 


Limitations 

Acrylamide-sodium  acrylate  resin _  Contains  not  more  than  0.05  percent  by 

weight  of  acrylamide  monomer. 

Ammonium  alginate _ _ _  _ 

Cobalt  sulfate  (as  catalyst) _  _ _ _ 

Llgnosulfonlc  acid _  _ 

Monobutyl  ethers  of  polyethylene-polypropylene  Minimum  mol.  wt.  1,500. 
glycol  produced  by  random  condensation  of  a 
1:1  mixture  by  weight  of  ethylene  oxide  and 
propylene  oxide  with  butanol. 


Polyethylene  glycol _  As  defined  in  f  172.830  of  this  chapter. 

Polyoxypropylene  glycol _  Do. 

Potassium  carbonate _  _ 


Potassium  tripolyphosphate _  _ 

Sodium  acetate _  _ 

Sodium  alginate _  _ 

Sodium  aluminate _ I -  - - - - - 

Sodium  carbonate. -1 _  _ _ _ 

Sodium  carboxymethylcellulose _  Contains  not  less  than  95  percent  so¬ 

dium  carboxymethylcellulose  on  a 
dry-weight  basis,  with  maximum 
substitution  of  09  carboxymethyl 
groups  per  anhydroglucose  unit,  and 
with  a  minimum  viscosity  of  15  cen- 
tlpoises  for  3  percent  by  weight  aque¬ 
ous  solution  at  25*  C;  such  determi¬ 
nations  to  be  made  by  methods  pre¬ 
scribed  in  Food  Chemicals  Codex 
,  (Second  Edition)  “  monograph  for  so¬ 

dium  carboxymethyl-cellulose. 

Sodium  glucoheptonate -  Less  than  1  part  per  million  cyanide  in 

the  sodium  glucoheptonate. 

Sodium  hexametaphosphate _  _ 

Sodium  humate _  _ 

Sodium  hydroxide _  _ 

Sodium  llgnosolfonate _  _ 

Sodium  metaslllcate _  _ 

Sodium  metablsulfite _  _ 

Sodium  nitrate _  _ 

Sodium  phosphate  (mono-,  dl-,  trl-) _  _ 

Sodium  polyacrylate _ _ _  _ 

Sodium  polymetbaerylate _  _ 

Sodium  silicate _  _ 

Sodium  sulfate _  _ 

Sodium  sulfite  (neutral  or  alkaline) _  _ 

Sodium  tripolyphosphate _  _ 

Tannin  (including  quebracho  extract) _  _ 

Tetrasodlum  EDTA -  - 

Tetrasodlum  pyrophosphate -  - 


(d)  Substances  used  alone  or  in 
of  this  sectitHi: 

Cyclohexylanilne _ — . 

DlethylamlnoethanOl _ 

Hydrazine _ 

Morpholine _ 

Octadecylamlne  _ 

Trisodlum  nltrllotriacetate - 


combination  with  substances  in  paragraph  (c) 
Limitatioju 

_  Not  to  exceed  10  parts  per  million  in 

steam,  and  excluding  use  of  such 
steam  in  contact  with  milk  and  milk 
products. 

_  Not  to  exceed  15  parts  per  million  in 

steam,  and  excluding  \ise  of  such 
steam  in  contact  with  milk  and  milk 
products. 

_  Zero  in  steam. 

_  Not  to  exceed  10  parts  per  million  in 

steam,  and  excluding  use  of  such 
steam  in  contact  with  ntllk  and  milk 
products. 

_  Not  to  exceed  3  parts  per  million  in 

steam,  and  excluding  use  of  such 
steam  in  contact  with  mUk  and  milk 
products. 

_  Not  to  exceed  5  parts  per  million  In 

boiler  feedwater;  not  to  be  used 
where  steam  will  be  in  contact  with 
milk  and  milk  products. 


"Copies  may  be  obtained  from:  The  National  Academy  of  Sciences,  3101  Constitu¬ 
tion  Ave.  NW.,  Washington,  DC.  30037. 
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(e)  To  assure  safe  use  of  the  additive, 
in  addition  to  the  other  information  re¬ 
quired  by  the  act,  the  label  or  labeling 
shall  bear: 

(1)  The  common  or  chemical  name  or 
names  of  the  additive  or  additives. 

(2)  Adequate  directions  for  use  to  as¬ 
sure  compliance  with  all  the  provisions 
of  this  section. 

§  173.315  Chemicals  used  in  washing 
or  to  assist  in  the  lye  peeling  of  fruits 
and  vegetables. 


Chemicals  may  be  safely  used  .to  wash 
or  to  assist  in  the  lye  peeling  of  fruits 
and  vegetables  in  accordance  with  the 
following  conditions: 

(a)  The  chemicals  consist  of  one  or 
more  of  the  following: 

(1)  Substances  generally  recognized 
as  safe  in  food  or  covered  by  prior  sanc¬ 
tions  for  use  in  washing  fruits  and  vege¬ 
tables. 

(2)  Substances  identified  in  this  sub- 
paragraph  and  subject  to  such  limita¬ 
tions  as  are  provided: 


Subttanees 


Limiiation$ 


A  mixture  of  allcylene  oxide  adducts  of  alkyl  alcohols  and 
hosphate  esters  of  alkylene  oxide  adducts  of  alkyl  alco- 
ois  consisting  of;  a-alkyl  (C'i2-Ci«).o»«rffo-hydroxy-poly 
(oxyethylene)  (7.5-S.5  moles)/poly  (oxypropylene)  block 
ct^lymer  having  an  average  molecular  weight  o  f  810; 
••alkyl  (CirCi()-o»wfga-hydroxy-poly  (oxyethylene) 
(3.3-3.7  moles)  polymer  having  an  average  molecular 
weight  of  380,  and  subsequently  esteriried  with  1.2.7 
moles  phosphoric  anhydride;  and  a-alkyl  (Cie-Cii)- 
oiRcga-hydroxypoIy  (oxyethylene)  (11.9-12.9  moles)/ 
poly  (oxypropylene)  copolymer,  having  an  average 
molecular  weight  of  810.  and  subsequently  esterifi^ 
with  1.25  moles  phosphoric  anhydride. 

Aliphatic  acid  mixture  con.sistii^  of  valeric,  caproic, 
enanthic,  caprylic,  and  pelargonic  acids. 

Polyacrylamide . 

Potassium  bromide . 

Sodium  n-alkylbenzene-sulfonate  (alkyl  group  predomi¬ 
nantly  Cii  and  Cu  and  not  less  than  95  percent  Cn  to 
Ch). 

Sodium  dodecylbenxene-sulfonate  (alkyl  group  predomi¬ 
nantly  Cu  and  not  less  than  95%  Cm  to  Cm). 

Sodium  2  ethyl-hexyl  sulfate . 

Sodium  hypochlorite . 

Sodium  mono-  and  di-methyl  naphthalene  sulfonates 
(mol.  wt.  245-260). 


May  be  used  at  a  level  not  to  exceed  0.2  percent  in  lye- 
p^ling  solution  to  assist  in  the  lye  peeling  of  fruits 
and  vegetables. 


May  be  used  at  a  level  not  to  exceed  1  percent  in  lye- 

‘  peeling  solution  to  assist  in  the  lye  peeling  of  fr^ts 
and  vegetables. 

Not  to  exceed  10  p.p.m.  in  wash  water.  Contains  not 
more  than  0.2  percent  acrylamide  monomer. 

Not  to  exceed  0.2  percent  in  wash  water.  May  be  used 
in  washing  or  to  assist  in  the  lye  peeling  of  fruits  and 
vegetables. 

Do. 

Do. 

Not  to  exceed  0.2  percent  in  wash  water.  May  be  used  in 
the  washing  or  to  assist  in  the  lye  peeling  of  fruits  and 
vegetables. 


(b)  The  chemicals  are  used  in  amounts 
not  in  excess  of  the  minimum  required 
to  accomplish  their  intended  effect. 

(c)  The  use  of  the  chemicals  is  fol¬ 
lowed  by  rinsing  with  potable  water  to 
remove,  to  the  extent  possible,  residues 
of  the  chemicals. 

(d)  To  assure  safe  use  of  the  additive: 

(1)  The  label  and  labeling  of  the  addi¬ 
tive  container  shall  bear,  in  addition  to 
the  other  information  required  by  the 
act,  the  name  of  the  additive  or  a  state¬ 
ment  of  its  composition. 

(2)  The  label  or  labeling  of  the  addi¬ 
tive  container  shall  bear  adequate  use 
directions  to  assure  use  in  compliance 
with  all  provisions  of  this  section. 

§  173.320  Chemical  for  controlling 
microorganisms  in  cane-sugar  and 
beet-sugar  mills. 

The  food  additives  disodium  cyanodi- 
thioimidocarbonate,  disodium  ethylene- 
bisdithiocarbamate,  ethylenediamine, 
potassium  A^-methyldithiocarbamate, 
and  sodium  dimethyldithiocarbamate 
may  be  safely  used  in  accordance  with 
the  following  conditions: 

(a)  They  are  xised  in  the  control  of 
microorganisms  in  cane-sugar  and/or 
beet-sugar  mills  as  spiecifled  in  para¬ 
graph  (b)  of  this  section. 

(b)  They  are  applied  to  the  sugar  mill 
grinding  system  in  one  of  the  combina- 
tions'listed  in  paragraph  (b)  (1),  (2),  or 

(3)  of  this  section.  Quantities  of  the 
individual  additives  in  parts  per  million 
are  expressed  in  terms  of  the  weight  of 
■Tiw  cane  or  raw  beets. 


(1)  Combination  for  cane-sugar  mills: 

Parts  per 
million 


Dlsodium  cyanodltblolmldocarbonate _ 3. 5 

Ethylenediamine _ _  1. 0 

Potassium  N-methyldlthiocarbamate. _ 3. 5 


(2)  Combination  for  cane-sugar  mills: 

Parts  per 
million 

Dlsodium  ethyleneblsdlthlocarbamate _ 3. 0 

Sodium  dimethyldithiocarbamate _ 3. 0 

(3)  Combinations  for  cane-sugar  mills 
and  beet-sugar  mills: 

Parts  per 
million 


(I)  Dlsodium  ethylenebisdithiocarba- 

mate  _ 3.0 

Ethylenediamine _ 2. 0 

Sodium  dimethyldithiocarbamate _ 3.0 

(II)  Dlsodium  cyanodithloimidocarbon- 

ate  _ 2.9 

Parts  per 
million 

Potassium  N-methyldlthlocarbamate _ 4. 1 


(c)  To  assure  safe  use  of  the  additives, 
their  label  and  labeling  shall  conform  to 
that  registered  with  the  Environmental 
Protection  Agency. 

§  173.340  Defoaming  agents. 

Defoaming  agents  may  be  safely  used 
in  processing  foods,  in  accordance  with 
the  following  conditions: 

(a)  They  consist  of  one  or  more  of 
the  following: 

(1)  Substances  generally  recognized 
by  qualified  experts  as  safe  in  food  or 
covered  by  prior  sanctions  for  the  use 
prescribed  by  this  section. 
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(2)  Substances  listed  in  this  paragraph  (a)  (2)  of  this  section,  subject  to  any 
limitations  imposed: 


DlniethylpoIysUoune  (substantially  free  from  hydrolyi- 
able  chloride  and  alkoxy  (troupe;  no  more  than  18  percent 
kMS  in  weight  after  heating  4  hours  at  200*  C;  rlscoslty 
300-000  centistokes  at  25®  C;  refractive  indei  1.400-1.404 
at  25®  C). 


Formaldehyde, 


rolyacrylic  acid,  sodium  salt 


Polyethylene  glycol . 

Polyoxyethylene  40  monostearate - - 

Polysorbate  00 - - - 

Polysorhate  05 - - - 

Propylene  glycol  alginate - - - 

Silicon  diodde . . . . . 

Sorbitan  monostearate _ _ _ _ _ _ - 

White  mineral  oil:  Conforming  with  1  172.878  of  this 
chapter. 


10  pai  ts  per  million  in  food.  Or  at  such  level  in  a  eoncen! 
trated  food  that  when  prepared  as  directed  on  the  label 
the  food  in  its  ready-for-consumption  state  will  have 
not  more  than  10  parts  per  million  except  as  follows: 
Zero  in  milk;  110  parts  per  million  in  dry  gelatin 
dessert  mixes  labeled  for  use  whereby  no  more  than  16 
pans  per  million  is  present  in  the  ready-to-serve 
dessert;  250  parts  per  million  in  salt  labeled  for  cooking 
puipos^  wnereby  no  more  than  10  parts  per  mlllioa 
is  ivesent  in  the  cooked  food. 

As  a  preservative  in  defoaming  agents  containing 
dimethylpolysiioxane,  in  an  amount  not  exceeding  1.0 
percent  of  the  dimethylpolysiloiane  content. 

As  a  stabiliser  and  thickener  in  defoaming  agents  con¬ 
taining  dimethylpolysiioxane  in  an  amount  reason¬ 
ably  requiied  to  accomplijih  the  intended  effect. 

As  d^ned  in  }  172.S20  of  this  chapter. 

As  defined  in  D.8.P.  XVI. 

As  defined  in  f  I72.8M  of  this  chapter. 

As  defined  in  1  172.838  of  this  chapter. 

As  defined  in  I  172.858  of  this  chapter. 

As  defined  in  1  172.480  of  this  chapter. 

As  defined  in  {  172.842  of  this  chapter. 

As  a  component  of  defoaming  agents  for  use  in  wash 
water  for  sHced  potatoes  at  a  level  not  to  exceed  0.008 
percent  of  the  wash  water. 


(3)  Substances  listed  In  this  paragraph  (a)(3).  provided  they  are  components 
of  defoaming  agents  limited  to  use  In  processing  beet  sugar  and  yeast,  and  sub¬ 
ject  to  any  limitations  Imposed : 


SuOstaners  Liwffolfoai 


Aluminum  stearate . 

Butyl  stearate . 

BHA . . . 

BHT . 

Calcium  stearate . 

Fatty  acids . . . 

Formaldehyde . 

Hydroxylated  lecithin . 

Isopropyl  alcohol . . . 

Magnesium  stearate . 

Mineral  oU:  Conforming  with  1 172.878  of  this  chapter - 

Oderleeelight  petroleum  hydrocarbons:  Conforming  with 
f  172.884  of  tnis  chapter. 

Petrolatum:  Conforming  with  1 172.880  of  this  chapter . .. 
Petroleum  wax:  Conforming  with  1  172.880  of  this  chapter. 

Petroleum  wax.  synthetic . . 

Synthetic  Isoparafflnic  petroleum  hydrocarbons:  Con¬ 
forming  with  f  172.882  of  this  chapter. 

Oleic  acid  derived  from  tall  oU  fatty  acids . 

Oxystearin . 

Polyoxyethylene  (800)  dioleate . . 

Polyoxyethylene  (600)  monoricinoleate - - 

Polypropylene  glycol . 

Polysorbate  80 . . 

Potassium  stearate . i — --- . --- — 

Propylene  glycol  mono-  and  diesters  of  fats  and  fatty 
aei^ 

Soybean  oil  fatty  acids,  hydroxylated . 

Tallow,  hydrogenated,  oxidized  or  sulfated - - 

Tallow  alcohol,  hydrogenated. . 


As  defined  in  1 172.863  of  this  chapter. 

As  an  antioxidant,  not  to  exceed  0.1  pereent  by  weight 
of  defoamer. 

As  an  antioxidant,  not  to  exceed  0.1  percent  by  weight 
of  defoamer. 

As  defined  in  1 172.863  of  this  chapter. 

As  defined  in  i  172.860  of  this  chapter. 

As  a  preservative. 

As  defined  in  }  172.814  of  this  chapter. 

As  defined  in  1 172.863  of  this  chapter. 


[Not  more  tlian  150  p.p.m.  in  yeast,  measured  as  hydro- 
[  carbons. 


Complying  with  1 172.862  of  this  chapter. 
As  defined  in  1 172.818  of  this  chapter. 


Molecular  weight  range,  1,200-2,500. 
As  defined  in  {  172.840  of  this  chapter. 
As  defined  in  f  172.883  of  this  chapter. 
As  defined  in  1 172.856  of  this  chapter. 


(4)  The  substance  listed  In  this  para¬ 
graph  (a)(4),  provided  it  Is  a  compo¬ 
nent  of  defoaming  agents  limited  to  use 
in  processing  beet  sugar  only,  and  sub¬ 
ject  to  the  limitations  imposed: 

Substance  Limitations 

n-Butoxyi>olyoxyeth-  Molecular  weight 
ylene  polyox3rpropyl-  range,  3,900-4,100 

ene  glycol.  (hydroxyl  deter¬ 

mination). 

<b)  They  are  added  in  an  amount  not 
in  excess  of  that  reasonably  required  to 
inhibit  foaming. 

§  173.345  Chloropentafluorocthane. 

The  food  additive  chloropentalluoro- 
ethane  may  be  safely  used  in  food  in  ac¬ 
cordance  with  the  following  prescribed 
conditions: 

(a)  The  food  additive  has  a  purity  of 
not  less  than  99.97  percent,  and  contains 
not  more  than  200  parts  per  million  satu¬ 
rated  fluoro  compounds  and  10  parts  per 


million  unsaturated  fluoro  compounds 
as  impurities. 

(b)  The  additive  is  used  or  intended 
for  use  alone  or  with  one  or  more  of  the 
following  substances:  Carbon  dioxide, 
nitrous  oxide,  pri^iane,  and  octafluoro- 
cyclobutane  complying  writh  S  173.360, 
as  a  propellant  and  aerating  agent  for 
foamed  or  sprayed  food  products  except 
for  those  standardized  foods  that  do 
not  provide  for  such  use. 

(c)  To  assiu’e  safe  use  of  the  additive: 

‘  (1)  The  label  of  the  food  additive  con¬ 
tainer  shall  bear,  in  additlim  to  the  other 
Information  required  by  the  act,  the 
following: 

(i)  The  name  of  the  additive,  chloro- 
pentafluoroethane,  with  or  without  the 
parenthetical  name  “Pood  Propellant 
115”. 

(ii)  The  percentage  of  the  additive 
present  in  the  case  of  a  mixture. 

(ili)  The  designation  “food  grade”. 


(2)  The  label  or  labeling  of  the  food 
additive  container  shall  bear  adequate 
dlrectkms  for  use. 

§  173.350  Ck>mbu8tion  product  gus. 

The  food  additive  combustion  product 
gas  may  be  safely  used  in  the  processing 
and  packaging  of  the  foods  designated 
in  paragraph  (c)  of  this  section  for  the 
purpose  of  removing  and  displacing  oxy¬ 
gen  in  accordance  with  the  following 
prescribed  conditions: 

(a)  The  food  additive  is  manufactured 
by  the  controlled  combustion  in  air  of 
butane,  propane,  or  natural  gas.  The 
combustion  equipment  shall  be  provided 
with  an  absorption-type  Alter  capable  of 
removing  possible  toxic  impurities, 
through  which  all  gas  used  in  the  treat¬ 
ment  of  food  shall  pass;  and  with  suit¬ 
able  controls  to  insure  that  any  com¬ 
bustion  products  failing  to  meet  the 
specifleations  provided  in  this  section 
will  be  prevent^  from  reaching  the  food 
being  treated. 

(b)  The  food  additive  meets  the  fol¬ 
lowing  specifleations: 

(1)  Carbon  monoxide  content  not  to 
exceed  4.5  percent  by  volume. 

(2)  The  ultraviolet  absorbance  in  iso¬ 
octane  solution  in  the  range  255  milli- 
mlcnms  to  310  mlllimicrcms  not  to  ex¬ 
ceed  one-third  of  the  standard  reference 
absorbance  when  tested  as  described  in 
paragraph  (e)  of  this  section. 

(c)  It  is  used  or  intended  for  use  to 
displace  or  remove  oxygen  in  the  proc¬ 
essing,  storage,  or  packaeing  of  beverage 
products  and  other  food,  except  fresh 
meats. 

(d)  To  assure  safe  use  of  the  additive 
In  addition  to  the  other  information  re¬ 
quired  by  the  act,  the  label  or  labeling 
of  the  combustion  device  shall  bear  ade¬ 
quate  directions  for  use  to  provide  a 
combustion  product  gas  that  complies 
with  the  limitations  prescribed  in  para¬ 
graph  (b)  of  this  section,  including 
instructiCHis  to  assure  proper  filtration. 

(e)  The  food  additive  is  tested  for 
compliance  with  paragraph  (b)(2)  by 
the  following  empirical  method : 

Spectrophotometrie  measurements.  All 
measurements  are  made  in  an  ultraviolet 
spectrophotometer  In  optical  cells  of  5  cen¬ 
timeters  in  length,  and  In  the  range  of  255 
millimicrons  to  310  millimicrons,  under  the 
same  Instnunental  conditions.  The  standard 
reference  absorbance  is  the  absorbance  at 
275  millimicrons  of  a  standard  reference  so¬ 
lution  of  naphthalene  (National  Bureau  of 
Standards  Material  No.  577  or  equivalent  in 
purity)  containing  a  concentration  of  1.4 
milligrams  per  liter  In  piirifled  Isooctane, 
measured  against  Isooctane  of  the  same  spec¬ 
tral  purity  In  5-centimeter  cells.  (This  ab¬ 
sorbance  will  be  approximately  0.30.) 

Solvent.  The  s^vent  used  is  pure  grade 
Isooctane  having  an  ultraviolet  absorbance 
not  to  exceed  0.05  measured  against  distilled 
water  as  a  reference.  Upon  passage  of  puri¬ 
fied  Inert  gas  through  some  isooctane  under 
the  identical  conditions  of  the  test,  a  lower¬ 
ing  of  the  absorbance  value  has  been  ob¬ 
served.  The  abscH^ance  of  Isooctane  to  be 
used  In  this  procedure  shaU  not  be  more  than 
0.02  lower  In  the  range  255  millimicrons  to 
310  milUmlcrcms,  inclxislve,  than  that  of  the 
imtreated  solvent  as  measured  in  a  S-centl- 
meter  ceU.  If  necessary  to  obtain  the  pre¬ 
scribed  purities,  the  Isooctane  may  be  passed 
through  activated  silica  gel. 
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Apparatus.  To  assure  reproducible  results, 
the  additive  is  passed  Into  the  isooctane  so¬ 
lution  through  a  gas-abswptlon  train  con¬ 
sisting  of  the  following  components  and 
necessary  connections: 

1.  A  gas  flow  meter  with  a  range  up  to  30 
liters  per  hour  provided  with  a  constant  dif¬ 
ferential  relay  or  other  device  to  maintain 
a  constant  flow  rate  independent  of  the  in¬ 
put  pressure. 

2.  An  absorption  apparatus  consisting  of 
an  inlet  gas  dispersion  tube  inserted  to  the 
bottom  of  a  covered  cylindrical  vessel  with  a 
suitable  outlet  on  the  vessel  for  effluent  gas. 
The  dimensions  and  arrangement  of  tube 
and  vessel  are  such  that  the  inlet  tube  in¬ 
troduces  the  gas  at  a  point  not  above  5V4 
inches  below  the  surface  of  the  solvent 
through  a  sintered  glass  outlet.  Hie  di¬ 
mensions  of  the  vessel  are  such,  and  both 
inlet  and  vessel  are  so  designed,  that  the  gas 
can  be  bubbled  through  60  milliliters  of 
isooctane  solvent  at  a  rate  up  to  30  liters  per 
hour  without  mechanical  loss  of  solvent. 
The  level  corresponding  to  60  milliliters 
should  be  marked  on  the  vessel. 

3.  A  cooling  bath  containing  crushed  ice 
and  water  to  permit  immersion  of  the  ab¬ 
sorption  vessel  at  least  to  the  solvent  level 
mark. 

Caution.  The  various  parts  of  the  ab¬ 
sorption  train  must  be  connected  by  gas- 
tight  tubing  and  Joints  composed  of  mate¬ 
rials  which  will  neither  remove  components 
from  nor  add  components  to  the  gas  stream. 
The  gas  source  is  connected  in  series  to  the 
flow-rate  device,  the^  flow  meter,  and  the 
absorption  apparatus  in  that  order.  Ventila¬ 
tion  should  be  provided  for  the  effluent  gases 
which  may  contain  carbon  monoxide. 

Sampling  procedure.  Immerse  the  gas- 
absorption  apparatus  containing  60  milli¬ 
liters  of  isooctane  in  the  coolant  bath  so 
that  the  solvent  is  completely  immersed. 
Cool  for  at  least  15  minutes  and  then  pass 
120  liters  of  the  test  gas  through  the  ab¬ 
sorption  train  at  a  rate  of  30  liters  per 
hour  or  less.  Maintain  the  coolant  bath  at 
0®  C  throughout.  Remove  the  absorption  ves¬ 
sel  from  the  bath,  disconnect,  and  warm  to 
room  temperature.  Add  isooctane  to  bring 
the  contents  of  the  absorption  vessel  to  60 
milliliters,  and  mix.  Determine  the  absorb¬ 
ance  of  the  solution  in  the  S-centimeter  cell 
in  the  range  255  millimicrons  to  310  milli¬ 
microns,  inclusive,  compared  to  Isooctane. 
The  absorbance  of  the  solution  of  combus¬ 
tion  product  gas  shall  not  exceed  that  of  the 
isooctane  solvent  at  any  wavelength  in  the 
specified  range  by  more  than  one-third  of 
the  standard  reference  absorbance. 

§  173.355  Dirliloronuoramcthanc. 

The  food  additive  dichlorodifluoro- 
methane  may  be  safely  used  In  food  in 
accordance  with  the  following  pre¬ 
scribed  conditions: 

(a)  The  additive  has  a  purity  of  not 
less  than  99.97  percent. 

(b)  It  is  used  or  intended  for  use,  in 
accordance  with  good  manufacturing 
practice,  as  a  direct-contact  freezing 
age^t  for  foods. 

(c)  To  assure  safe  use  of  the  additive: 

(1)  The  lab^  of  its  container  shall 

bear,  in  addition  to  the  other  informa¬ 
tion  required  by  the  act,  the  following: 

(1)  The  name  of  the  additive,  dichlo- 
rodifluoromethane,  with  or  without  the 
parenthetical  name  “Pood  Preezant  12”. 

(ii)  The  designation  “food  grade”. 

(2)  The  label  or  labeling  of  the  food 
additive  container  shall  bear  adequate 
directions  for  use. 
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§  173.360  Octafluorocyclobutane. 

The  food  additive  octafluorocyclobu¬ 
tane  may  be  safely  used  as  a  propellant 
and  aerating  agent  in  foamed  or  sprayed 
food  products  in  accordance  with  the 
following  conditions: 

(a)  The  food  additive  meets  the  fol¬ 
lowing  i|peciflcations: 

99.99  percent  octafluorocyclobutane. 

Less  than  0.1  part  per  mUlion  fluoro- 
oleflns,  calculated  as  perfluorolsobutylene. 

(b)  Tlie  additive  is  used  or  intended  for 
use  alone  or  with  one  or  more  of  the  fol¬ 
lowing  substances:  Carbon  dioxide,  ni¬ 
trous  oxide,  and  propane,  as  a  propellant 
and  aerating  agent  for  foamed  or  sprayed 
food  products,  except  for  those  standard¬ 
ized  foods  that  do  not  provide  for  such 
use. 

(c)  To  assure  safe  use  of  tlie  additive: 

(1)  Tlie  label  of  the  food  additive 

container  shall  bear,  in  addition  to  the 
other  information  required  by  the  act, 
the  following: 

(1)  The  name  of  the  additive,  octa¬ 
fluorocyclobutane. 

(ii)  The  percentage  of  the  additive 
present  in  the  case  of  a  mixture. 

(iii)  The  designation  “food  grade”. 

(2)  Tlie  label  or  labeling  of  the  food 
additive  container  shall  bear  adequate 
directions  for  use. 

§  ]73.,38.5  .Sodium  inotliyl  siilfale. 

Sodium  methyl  sulfate  may  be  present 
in  pectin  in  accordance  with  the  follow¬ 
ing  conditions. 

(a)  It  is  present  as  the  result  of 
methylation  of  pectin  by  sulfuric  acid 
and  methyl  alcohol  and  subsequent 
treatment  with  sodium  bicarbonate. 

(b)  It  does  not  exceed  0.1  percent  by 
weight  of  the  pectin. 


PART  174 — INDIRECT  FOOD  ADDITIVES: 

GENERAL 

Sec. 

174.5  General  provisions  applicable  to  in¬ 
direct  food  additives. 

Authority:  Sec.  409,  72  Stat.  1785-1786  as 
amended  (21  U.S.C.  348,  371). 

§  174.5  General  provisions  applicable^ 
indirect  food  additives. 

(a)  Regulations  prescribing  conditions 
under  which  food  additive  substances 
may  be  safely  used  predicate  usage  under 
conditions  of  good  manufacturing  prac¬ 
tice.  For  the  purpose  of  this  part  and 
Parts  175,  176,  and  177  of  this  chapter, 
good  manufacturing  practice  shall  be 
defined  to  include  the  following  restric¬ 
tions: 

(1)  The  quantity  of  any  food  additive 
substance  that  may  be  added  to  food  as 
a  result  of  use  in  articles  that  contact 
food  shall  not  exceed,  where  no  limits  are 
specified,  that  which  results  from  use  of 
the  substance  in  an  amount  not  more 
than  reasonably  required  to  accomplish 
the  intended  physical  or  technical  effect 
in  the  food-con taet  article;  shall  not  ex¬ 
ceed  any  prescribed  limitations;  and 
shall  not  be  intended  to  accompli^  any 
physical  or  technical  effect  in  the  food 


itself,  except  as  such  may  be  permitted 
by  regulations  in  Parts  170  through  189 
of  this  chapter, 

(2)  Any  substance  used  as  a  compo¬ 
nent  of  articles  that>:ontact  food  shall 
be  of  a  purity  suitable  for  its  intended 
use. 

(b)  The  existence  in  the  Subchapter 
B  of  a  regulation  prescribing  safe  con¬ 
ditions  for  the  use  of  a  substance  as  an 
article  or  component  of  articles  that 
contact  f(xxl  shall  not  be  cemstrued  to 
relieve  such  use  of  the  substance  or  ar¬ 
ticle  from  compliance  with  any  other 
provision  of  the  Federal  Food,  Drug,  and 
Cosmetic  Act.  For  example,  if  a  regulated 
food-packaging  material  were  foimd  on 
appropriate  test  to  impart  odor  or  taste 
to  a  specific  food  product  such  as  to 
render  it  unfit  within  the  meaning  of 
section  402(a)  (3)  of  the  act,  the  regula¬ 
tion  would  not  be  construed  to  relieve 
such  use  from  compliance  with  section 
402(a) (3), 

(c)  The  existence  in  this  Subchapter  B 
of  a  regulation  prescribing  safe  condi¬ 
tions  for  the  use  of  a  substance  as  an 
article  or  component  of  articles  that 
contact  food  shall  not  be  construed  as 
implying  that  such  substance  may  be 
safely  used  as  a  direct  additive  in  food. 

(d)  Substances  that  under  conditions 
of  good  manufacturing  practice  may  be 
safely  used  as  components  of  articles  that 
contact  food  include  the  following,  sub¬ 
ject  to  any  prescribed  limitations: 

(1) ,  Substances  generally  recognized  as 
safe  in  or  on  food. 

(2)  Substances  generally  recognized 
as  safe  for  their  intended  use  in  food 
packaging. 

(3)  Substances  used  in  accordance 
with  a  prior  sanction  or  approval. 

(4)  Substances  permitted  for  use  by 
regulations  in  this  part  and  Parts  175, 
176,  177,  178  and  §  179.45  of  this  chap¬ 
ter. 


PART  175 — INDIRECT  FOOD  ADDITIVES: 
ADHESIVE  COATINGS  AND  COMPONENTS 

Subpart  A — [Resarved] 

Subpart  B — Substances  for  Use  Only  as 
Components  of  Adhesives 

Sec. 

175.105  Adhesives. 

175.125  Pressure-sensitive  adhesives. 

Subpart  C — Substances  for  Use  as  Components 
of  Coatings 

175.210  Acrylate  ester  copolymer  coatings. 

175.230  Hot-melt  strlppable  food  coatings. 

175.250  Paraffin  (synthetic). 

176.260  Partial  phosphoric  acid  esters  of 
polyester  resins. 

175.270  Poly(vlnyl  fluoride)  resins. 

175.300  Resinous  and  polymeric  coatings. 

175.320  Resinous  and  polymeric  coatings  for 
polyolefin  films. 

175.350  Vinyl  acetate/crotonlc  acid  copoly¬ 
mer. 

175.360  Vlnylldene  chloride  copolymer  coat¬ 
ings  for  nylon  film. 

175.365  Vlnylldene  chloride  copolymer  coat¬ 
ings  for  polycarbonate  film. 

175.380  Xylene-formaldehyde  resins  con¬ 
densed  with  4,4'-l8opropylidene- 
dlphenol-eplchlorohydrln  epoxy 
resins. 
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Sec. 

175.390  Zlnc-slllcon  dioxide  matrix  coat¬ 
ings. 

Adthoritt:  Secs.  409,  701,  63  Stat.  1056- 
1056  as  amended,  73  Stat.  1785-1788  as 
amended  (31  U5.C.  348,  371),  unless  other¬ 
wise  noted. 

Subpart  A — [Reserved] 

Subpart  B — Substances  for  Use  Only  as 
Components  of  Adhesives 

§  175.105  .Adhesives. 

(a)  Adhesives  may  be  safely  used  as 
components  of  articles  Intended  for  use 
in  packaging,  transporting,  or  holding 
food  in  accordance  with  the  following 
prescribed  conditions: 

(1)  The  adhesive  is  prepared  from  one 
or  more  of  the  optional  substances 
named  in  paragraph  (c)  of  this  section, 
subject  to  any  prescribed  limitations. 

(2)  The  adhesive  is  either  separated 
from  the  food  by  a  fimctional  barrier  or 
used  subject  to  the  following  additional 
limitations: 

(i)  In  dry  foods.  The  quantity  of  ad¬ 
hesive  that  contacts  packaged  dry  food 
shall  not  exceed  the  limits  of  good  manu¬ 
facturing  practice. 

(ii)  In  fatty  and  aqueous  foods,  (a) 
The  quantity  of  adhesive  that  contacts 
packaged  fatty  and  aqueous  foods  shall 
not  exceed  the  trace  amount  at  seams 
and  at  the  edge  exposure  between  pack¬ 
aging  laminates  that  may  occur  \dthin 
the  limits  of  good  manufacturing  prac¬ 
tice. 

(b)  Under  normal  conditions  of  use 
the  packaging  seams  or  laminates  will 
remain  firmly  bonded  without  visible 
separation. 

(b)  To  assure  safe  usage  of  adhesives, 
the  label  of  the  finished  adhesive  con¬ 
tainer  shall  bear  the  statement  “food¬ 
packaging  adhesive”. 

(c)  Subject  to  any  limitation  pre¬ 
scribed  in  this  section  and  in  any  other 
regulation  promulgated  under  section  409 
of  the  act  which  prescribes  safe  condi¬ 
tions  of  use  for  substances  that  may  be 
employed  as  constituents  of  adhesives, 
the  optional  substances  used  in  the  for¬ 
mulation  of  adhesives  may  include  the 
following: 

(1)  Substances  generally  recognized 
as  safe  for  use  in  food  or  food  packaging. 

(2)  Substances  permitted  for  use  in 
adhejives  by  prior  sanction  or  approval 
and  employed  under  the  specific  condi¬ 
tions  of  use  prescribed  by  such  sanction 
or  approval. 

<3)  Flavoring  substances  permitted 
for  use  in  food  by  regiilations  in  this 
part,  provided  that  such  flavoring  sub¬ 
stances  are  volatilized  from  the  ad¬ 
hesives  during  the  packaging  fabrica¬ 
tion  process. 

(4)  Color  additives  approved  for  use 
in  food. 

(5)  Substances  permitted  for  use  in 
adhesives  by  other  regulations  in  this 
.subchapter  and  substances  named  in  this 
subparagraph:  Provided,  however.  That 
any  substance  named  in  this  subpara¬ 
graph  and  covered  by  a  specific  regula¬ 
tion  in  this  subchapter,  must  meet  any 
specifications  in  such  regulati(Hi. 


.^ub$t*net$ 

Abielic  Kid . . 

Acetone.*. . . . . 

Acetone-urcR-formRldehyde  naiii . . . . 

JV-Aeetyl  ethanofaunine . . 

Acetyl  Uibntyl  citrate . . 

Acetyl  tiiethyl  citrate . . 

Albion,  blood . 

4-(2H2-(2-Rlkoiy  (Cii-Cu)  ethoxy)  ethoxyl]  ethyl)  diaodb 
tun  sulfasuccinate. 

1-Alkyl  (C<— Cm)  amino-S-aniino-propaito  monoacetate... 

Alkylated  {C4  and/or  Ci)  phenols . 

Alkyl  (Ct-Cij)  beiuene . . 

Alkyl  (Ci»-Cm)  diniethylbenxyl  ammonitun  chloride . 

fi-AikyUCij,  Ci4,  Oil,  or  Cii)  dimethyl  (ethylbenxyl) 
anuiioninin  oycIohexylsnUiunate. 

Alkyl  ketcnedimers  as  deecribed  in  1 17C.120  of  this  chapter. 

Alkyl  (Ct-Cij)  naphthalene . . 

3-ami no-|)ropane  diol . 

.Aluminum . . 

Aluminum  acetate . 

.Aluminum  di(2-ethylhexoate) . 

Aluminum  potassium  silicate . 

.V-d-Aminoethyl-#amma-aminopfx>pyl  trimethoxysilane.. 

8-(Aminomcthyl)-3,5,5-trimethyl-cjwhexylamine . 

Aminomethylpropanol  . 

Ainmoiuuin  benxoate . 

Ammoniiim  bifluoridc . 


Aiiimonium  Imrate . 

Ammonium  citrate . 

Ammonium  persulfate . 

Ammonium  polyacrylate . 

Ammonium  potassium  hydrogen  phosphate. 
Ammonium  silico-fliioridc . 


Anmionium  sulfamate . 

Ammonium  thiocyanate . 

Ammonium  thiosulfate  . . . . 

Amyl  acetate . . 

Anhydroennraheptitol . . 

Animal  glue  as  deecribed  in  1 178.3120  of  this  chapter _ 

2-Anthra(|Uinone  sulfonic  acid,  sodium  salt . 

Antimony  oxide . ’. . . . 

Asbestos . 

Asphalt,  iiarafflnic  and  nat^thenic . . 

Axelaic  acid . . 

Axo-Aft-isobutyronitrile . . 

Kalata  rubber . . . 

Barium  acetate . . . . . . 

Barium  peroxide . . . . 

Barium  siilfote . . 

Bentonite . . . . . . 

Benzene  (benzol) . . . . . . . 

Benzothiaxyldisuinde . . . . 

f^Benzoxyphenol . . . . . . 

Benzoyl  peroxide . . . . 

Benzyl  alcohol . . . . 

Benzyl  benzoate . . . . 

Benzyl  bromoacetate . . 

p-Benzyloxy  phenol . 

BHA  (butylated  hydroxyanisols) . 

BUT  (butylated  hydroxy  toluene) . 

Bicyclo!2.2.11hept-2-ene-6-methyl  acrylate . 

2-Biphenyl  diphenyl  phosphate . 

1.5- Bis(2-benzothiazolylmereaptomethyn  urea . 

4,4'-Bis(rt.«-dimethyll>enzyl)dlphonyli)unino. . . 

2.6- Bis  (l-methylheptadecyD-p-cresol . 

Bis(tri-B-butyltln)  oxide . 

BlsdrichloroinethyD.sulfone  C.A.  Registry  No.  3064708.. 

Borax . 

Boric  acid . . 

1.3- Butane<liol . 

1.4- Butanediol . . 

1.4- Butanrdiol  modilled  with  adipic  acid . . 

Butoxy  polyethylene  polyproplyene  glycol  (molecular 

weight  900-4,200). 

Butyl  acetate . 

Butyl  acetyl  ricinoleate . 

Bntyl  alcohol . . 

Butylated,  styrenated  cre.«ols  identified  in  }  178.2010  (b) 
of  this  chapter. 

Butyl  benzoate . 

Butyl  lienzyl  phthalate . 

Bulyldecyl  phthalate . 

1,.3-Butylene  glyooldiglycolic  aeid  copolymer . 

ferf- Butyl  hydroperoxide . 

4,4'-Butylidenebis(6-<«r(-butyl-m-cresol) . . 

Butyl  lactate . . . . . 

Butyloctyl  phthalate . 

i)-/<rf-Butylphenyl  salicylate . . 

Butyl  phthalate  butyl  glycolate . 

p-fert-But  y  Inyrocatechol . 

Butyl  ricinoleate . 

Butyl  rubber  polymer . . 

Butyl  stearate . . . 

Butyl  titanate,  polymerized . 

Butyraldehyde . 

t'alcium  ethyl  acetoacetate . . 

Calcium  nitrat » . 

Calcium  metasilicate . 

Camphor . 

Camphor  fatty  acid  esters . 

Canaelilla  wax . 

eptttoa-Caprolactam-(ethylene-ethylacrylate)  graft  poly¬ 
mer. 

Carbon  black,  channel  process . 


LImIMUm* 


For  use  as  preservative  only. 


For  use  only  in  the  preparation  of  polyurethane  resins. 


For  use  as  preservative  only. 

For  use  only  as  bonding  agent  for  aluminum  foil,  sta¬ 
biliser  or  preservative.  Total  fluoride  from  all  sources 
not  to  exceed  1  percent  by  weight  of  the  flnished 
adhesive. 


For  use  only  as  bonding  jwent  for  ahuninum  foil,  sta¬ 
bilizer,  or  preservative.  Total  fluoride  from  all  sources 
not  to  exceed  I  percent  by  weight  of  the  flnished 
adhesive. 


For  use  only  as  polymerization-control  agent. 


For  u.se  as  preservative  only. 


For  use  as  preservative  only. 
For  tLse  as  preservative  only. 


For  use  as  preservative  only. 
For  use  as  a  preservative  only. 


For  use  only  as  polymerization-control  agent. 
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For  nse  as  prsssrrative  only. 
For  use  as  praserrative  only. 


For  use  as  praervativc  only. 
For  nsa  as  praerrativi'  only. 


SuManttt  Limitation* 

Carbon  disulfide-X,l'-methylenedipiperidine  reaction  ^ 

product. 

Carbon  tetrachloride . . . . 

Carboiymethylcellulose - - — - - - - 

Castw  oil,  polyoxyethylated  (4-84  moles  ethylene  oxide). 

Cellulose  acetate  butyrate . . 

Cellulose  acetate  propionate . . . 

Ceresin  wax  (ozocerite) . . - . 

Cetyl  alcohol - - - 

Chloracetamide...*. . - 

Chloral  hydrate. . . . . 

Chlorinate  liquid  n-parafllns  with  chain  leuyths  of 
C»^i7,  containing  40-70  percent  chlorine  by  weight. 

Chlorinated  pyridine  mixture  with  active  ingredients  For  use  as  preservative  only. 
consisUng  of  2,3,5,ft-tetrachloro-4-(methylsaUonyl)  pyri¬ 
dine,  2,3,5,e-tetrachloro-4-(methylsulfinyl)  pyridine  and 
pentachloropyridine. 

Chlorinated  rubber  polymer  (natural  rubber  polymer 
containing  approximately  #7  percent  chlorine). 
l-(3-Chloroallyl)-3,5,7-triaza-l-azoniaadamantane  chloride  For  use  as  preservative  only. 

Chloro^nzene. . - . - 

4-ChlonK3,&-dimethylphenol  (p-Chhiro  ■  ryl—sl) . 

4-Chloro-3-mothylphenol . . . . 

Chloroform . . . . 

Chloroprene . . . . . - . . 

Chramlnm  caseinate . . 

■  Chrmninm  nitrate . . ... . 

Chromium  potassium  sulfate . . . . . . . 

Cobaltous  acetate . . . . 

Coconut  fatty  acid  amine  salt  of  tetndilarapbeiiol - 

Copal _ 

Copper  8-quinolinolate _ _ 

Coumaione-indene  resin - - - 

Cresyl  diphenyl  phosphate - - 

Cumene  hydroperoxide _ — - - 

Cyanoguanidine.. - - - - - — 

Cyclized  rubber  as  identified  in  i  17fi.l70(b(Z)  of  this 

ter.. - - - - - - - - 

Cyclohexane _ _ 

Cyclohexanol _ _ _ _ _ — - 

Cycloliezanone  resin _ 

Cyclobexanone-tsnHMahf4a  condensate. . 

fVf-Cyclohexyl  p-toluene  auUnamide - 

Damar  _ 

Defoaming  agents  as  described  in  1 178.310  of  this  chapter. 

Dehydroaoetie  acid - - 

Diacetone  alcohol . — - - - - - - 

Diacetyl  peroxide  - - - 

N,N’  -  Dialkoyl  •  4,4'  -  diaminodiphenylmethane  mixtures 
where  the  alkoyl  groups  are  derived  from  marine  fatty 
acids  (Cw-Ct4). 

2.. 5-Di-<rr(-amylhydroquinooe . . . 

Diamines  derived  from  dimariied  vegetable  oil  acids . 

Diaryl-p-phenylenediamine,  where  the  aryl  group  may 

be  phenyl  tolyl,  or  xylyl. 

Di(butoxyethyl)  phthalate - 

3.. VDi-(rr(-butylhydroquinaite . . . 

Dibutyl  maleate _ 

3.»-Dt-<fr<-hotyl  4  taathylphtal - 

DKCt,  CrtdkyDadlpate - 

Dibutyl  phthalate - - - 

Dibntyl  sebacate _ 

Dibntyltin  dllaurate  for  use  only  as  a  oaUdyst  tor  pot- 

ynrethane  resins. 

1,  2-Dlchloroethylene  (mixed  isomers) . . 

Dicumyl  peroxide. - - 

Dlcyclohexyl  phthalate - - - 

Diethanolamine - - -rr-zi — 

Diethanolamine  condeitsed  with  animal  or  vegetable  mtty 
acids. 

Diethylmnine - - - - - - 

Diethylene  glycol - 

Diethylene  ^yoo-adipie  acid  copolymer - - - 

Diethylene  glycol  dibenioate.. - - -  . 

Diethylene  glycol  hydrogenated  tallowato  monoester - 

Diethylene  glycol  laurate _ 

Diethylene  glycol  monobutyl  ether - 

Diethylene  glycol  monobutyl  ether  acetate - - - 

Diethylene  glycol  monoethyl  ether.. - 

Diethylene  glycol  monoetbyl  ether  acetate.. . . 

Diethylene  glycol  monomethyl  ether . . . 

Diethylene  glycol  monooleate . . . 

Diethylene  glycol  monophenyl  ethOT . . . 

Diethylene  glycol  copolymer  of  adipic  acid  and  phthalie 
anhydride. 

Di(2-ethylhexyl)  adipate . 

Di(2-ethylhexyl)  hexahydrothalate - - - - - 

Di(2-ethylhexy)phthalate.... . . 

Diethyl  oxalate . . . . . - . . 

Diethyl  phthalate . . . . . . 

Dihexyl  phthalate . . . . . 

Dihydroabietylphthalate _ _ _ _ 

Di(2-hydit)xy-6-f«rt-butylphenyl)  sulfide . 

2,2'-Dihydroxy-5,5'-dichk>rodiphenylmethane  (dichloro- 
phene). 

4,4-Dlhydroxy-2-imidaxolidinone . . 

4-{DiiodomethylsullonyDtoluene  CA  Registry  No.:  For  use  as  an  antifunga  IpreaervaUve  only 
20018-09-01. 

Diisobutyl  adipate . . 

Diisobutyl  ketone . . 

DiisobutylphenoxyethoxyeUtyl  dimethyl  benzyl  am¬ 
monium  chloride. 

Diisobutyl  phthalate . . . - 

Diisodecyl  ^ipate . - 

Diisodecyl  phthalate . . . . . . . . 

Diisooctyl  phthidate - - - - - - 

Diisopropylbenzene  hydroperoxide - - — . 

N,N-Dimethylcyclohexylamine  dibutyldithiocarhamala. 

Dimethyl  formamide _ _ _ .... 

Dimethyl  hexynol . .... 

2,2-Dimethyl-l  ,3-propanediol  dibenzoate . . 


_  For  ase  as  preservative  only. 
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SuMttncei  LimMim* 

Dimethyl  oxtynedial.  - 

^^1,1-dlmeth^l-Joeobatyl)  Mrybunide . 

Tor  use  *s  preservaUve  only. 

Dl-d-n»phtbyl-p-pbenylene«fl*mine . 

. . - 

. . - 

Dl-u-oetyldecyl  adipate.'. . 

Dioctyldtphenylainine . 

Dioclylphthalate . 

Dioctybebaeate . - . 

Dioxane . 

Dipentaeiythritol  pentastearate.... . . - 

Dipeutaniethylene-thiuram-tetraeulnae .  — 

. . 

Dipentene  . . 

I)iphenyl-2-«tliylhexyl  phoiplMde. . - . - 

Diphenyl,  hydrogenated . 

N,  V'-Dtpheuy  1-^phenylenedianii  iie . 

Diphenyl  phtnalate . . . - . 

1  ,i-Dipbeiiy  1-2-t  . . 

Dipropyleite  glycol . 

Dipropylene  glyool  dibenioate . - . - . 

Dipropylene  glyeol  moiiomethyl  etl^r - . 

Dipropyleiie  glycol  copolymer  of  adipir  a«'id  and  pbthalic 
anhydride. 

Diaodium  cyanoditliioimidocarboiiate... - - 

.^.^'-Distearoylethylenediamine . 

Distearyl  thlodipropionate . 

4,4'-Dithiodimorpholine . 

a-Dodecy  Imercapt  an . 

lert-DodecylmercapUn.........-: . . . 

Dodecylphenoxybeiiiene-disalfomc  actd  and, or  its 

calcium,  magnesium,  and  sodium  salts. 

Elemi  gum . . . r.-v----, - •- . * 

Epichlorohydrin-4,4'-i80prapylidenediphenol  resin . 

Eplchlorohydrin-4,4'-4cc-bUtyUdenediphenol  rwii . 

Epichlorohydrin-4,4'-i8opropylidene-di-o-cresol  resin . 

Epichlorohydrin-phenolformaldehyde  resin . 

Eracamide  (erucylamide) . . . 

Ethanolamine . 

Etboxypropanol  butyl  ether . - . — 

Ethyl  alcohol  (ethanol) . 

Etbylenediamiiie . . i'li' ' ' 

EUiyWiwdiwniii^iotra-Gt^iic  acid,  caloium,  feme,  iwas- 
slum,  or  sodium  aslts,  single  or  mixed. 

Ethylene  dichloride . 

Ethylene  glycol . 

Ethylene  glycol  monobutyl  ether . . 

Ethylene  glycol  monobutyl  ether  acetate . — - 

Ethylene  glycol  monoethyl  ether . 

Ethylene  glycol  monoethyl  ether  acetate . — . 

Ethylene  glycol  monoethyl  ether  riciuoleate . 

Ethylene  glycol  monometbyl  ether . - 

Ethylene  glycol  monophenyl  ether . . . . . 

Ethylene-maleic  anhydride  copolymer,  ammomuni  or 
•  potassiuin  salt.  .  ,  ,  i.  »  . 

Ethylene-methacryllc  acid  copolymer  parUal  ^ts:  Am¬ 
monium,  calcium,  inagnesiuin,  sodium,  and/or  tine. 

Ethylene-methacryllc  acld-yinyl  acetate  copolymer 
pi^al  salw:  Ammonium,  calcium,  magnesium,  so¬ 
dium,  and/or  xinc.  ,  , 

Etbylene-propylene-dicyclopentadiene  copolymet  rub- 

Ethylene,  propylene,  1,4-hexadiene  and  2,5-norborna- 
diene  tetrapolyroer. 

r” 

Ethyl  lactate . 

Ethyl  phthalyl  ethyl  glycolate . 

Ethyl-p-toluene  sulfonamide . --- . 

Fats  and  oils  derived  from  animal  or  vegetable  sources, 
and  the  hydrogenated,  sulfated,  or  sulfonated  forms  of 
such  fats  and  oils. 

Fatty  acids  derived  from  animal  or  vegetable  fat.s  and 
oils;  and  salts  of  such  acids,  single  or  mixed,  as  follows:  — 

Aluminum . 

Anunonium . 

. . 

. . 

Potassium . 

.Sodium . 

Zinc . 

not  to  exceed  1  percent  by  wel^t  of  the  flalsbed 
adbeeiva. 

Formaldehyde . . . - . 

Formaldehyde  o-  and  p-toluene  sulfonamide . 

Formamide . 

Fumaratochromium  (III)  nitrate.. . . . . 

Furfural . 

Fnrfuryl  alcohol . - 

Fumaric  acid . . 

Olutaraldehyde . - 

Olycerides,  di-  and  monoesters... — - - 

Glyceryl  borate  (glycol  borlborate  resin). . . . . 

Glyceryl  ester  of  damar,  copal,  elemi,  and  sandarac . 

Glyceryl  monobutyl  ricinoleate - - - 

Glyceryl  monohydroxy  stearate . - 

Glyceryl  monohydroxy  tallowate . 

Glyceryl  polyoxypropylene  trlol  (average  molecular 

weight  1,000). 

Glyceryl  tribenxoate . . . . . . 

Glycol  diacetate . '...., . . . . 

Gyloxal . . . - . . 

Heptane . 1 - - - 

Uaxametbylenetetramine — ..... - 

Hexane . . . . * - 

HexanelrioLs . - . - 
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Subtt*nee$ 

Hexylene  glycol . . . 

Hydroabietyl  alcohol . 

Hydrofluoric  acid . 


Hydrogen  peroxide . 

o-Hydro-omrga-liydroxypoly  -  (oxytetrame'thytene) . 

Uydro<4uinone _ 

Hydroquinone  nionobenzyl  ether _ irmril 

Hydrocjuinone  inonoethyl  ether _ 111” 

2(2'-Hydroxy-3',5'  di-terf-aniylpbenyl)  benzotri^Ie . 

Uydroxyacetic  acid _ 

7-Hydroxycoumarin _ 11111111  ■" 

Hydroxyethylcellulosc _ _ I 

1- (2-nydroxyelhyD-l-(4-chlorobutyl)-2  alkyl  ’(Ci-Cir) 

imidazolinium  chloride. 

Hydroxyethyldicthylene-trlamine _ _ 

fJ-Hydroxyethyl  pyridinium  2-inercaptobeniothiaioiri*I 

Hydroxyethyl  starch _ ' 

H  ydroxyet  hylurea . . . IIIIIIIII 

Hydroxylaraine  sulfate . . . . . 

Hydroxypropyl  niethylcellulose _ .V.V." 

2- (Hydroxyniethyl)-2-methyl-l,3-propane^iortriiwn- 

zoate. 

2-1  midazoUdi  none . . . . . 

Iodoform _ _ _ II II II '"I 

Isoascorbic  acid _ I.I.IIIIIIIIIIIIII 

Isobuytl  alcohol  (isobutanol) _ .* _ I.  IIIIH'I 

Isobutylenc-isoprene  copolymer... _ _ I. II II II  "I 

Isophorone _ _ _ _ _ _ I.IIIIIIIIII 

Isopropanolamine  (mono-,  di-,  trl-) _ I.IIII'I 

Isopropyl  acetate . I.IIIIII 

Isopropyl  alcohol  (isopropanol) _ I.  II 

Isopropyl-m-  and  p-eresof (thymol  derived).. I.I.IIIIIIII 

4  4'-Isopropylidcnedi-phenol . . . . . 

4,4'-Isopropylidenedi-phenol.  polybutylated  mixture.I.II 

Isopropyl  peroxydicarlx>nate . . . 

p-Isopropoxy  diplienylamine . . . 

4.4'-Isopropylidene-bis(p-phenyleneoxy)-di-2-propanol...I 

Itaconic  acid _ _ -. _ 

Japan  wax _ I.III.II 

Kerosene _ _ _ _ I.  II II II II II 

Lauroyl  peroxide . . . . . I. ..I.IIIIIIIIII 

Lauroyl  sulfate  salts: 

.Vininonium _ _ _ 

Macnesium. . . . .  .  . 

Potassium . . . . . 

Sodium _ _ _ _ _ 

Lauryl  alcohol . I.H 

Lauryl  pyridinium  5-chloro-2-merca|itol>enzolhiazole...II 

Lignin  calcium  sufonate _ _ _ 

Lignin  sodium  sulfonate _ ,.. _ _ 

Linoleaniide  (linoleic  acid  amide).. . . 

Magnesium  fluoride . . . 


Magnesium  glycerophosphate . . . . 

Maleic  acid . . . . . . . 

Maleic  anhydride-diisobutylene  copolymer,  ammonium  or 
sodium  salt. 

Manganese  acet  ate _ _ _ 

Marine  oil  mtty  acid  soaps,  hydrogenated . . . . 

Melamine _ _ _ 

Melamine-fonnaldehyde  copolymer _ 

2-Mercapto))enzothiazole _ _ _ 

2-MeTcaptol)enzothiazole  and  dimethyl  dithiocarbamic 
acid  mixture,  sodium  salt. 

2-Mercaptol>en7.othiazole,  sodium  or  zinc  .salt . . . 

Methacrylate-chromic  chloride  complex,  ethyl  or  methyl 
ester. 

p-Ment  hane  hydroperoxide _ _ _ _ _ 

Methyl  acetate . Ill 

Methyl  acetyl  ricinoleate _ _ _ _ 

Methyl  alcohol  (methanol) _ _ _ I. II 

Methylcellulose _ II 

Methylene  chloride . IIII 

4,4'-.Met  hylenebis(2,6-di-/erf-but  ylphenol) . . I. 

2,2-Methylenebis  (4-ethyl-4Weft-butylphenol) . . 

2,2-Methylenebis  (4-methyl-#-nonylphenol) _ 

2,2-Methylenebis  (4-methyl-4-<er(-butylphenol) . 

Methyl  ethyl  ketone _ _ _ 

Methyl  ethyl  ketone-formaldehyde  condensate _ 

2-Methylbexane _ _ _ 

l-Methyl-2-bydraxy-4-isopropyl  benzene . . . . 

Methyl  isobutyl  ketone . . . . 

Methyl  oleate _ • _ 

Methyl  oleate-palmitate  mixture . I.II 

Methyl  phthalyl  ethyl  glycolate . . . . 

Methyl  ricinoleate _ 

Methyl  salicylate . ^ . . . . . . ” 

a-Methylstyrene-vinyltoluene  copolymer  resins  (molar 
ratio  1  a  methylstyrene  to  3  vinyltbluene). 

Methyl  tallowate . . . . 

Mineral  oil . . . . . . . . 

Monochloracetic  acid _ I. 

Monooctyldi  pheny  lamine _ 

Montan  wax . ..I. 

Morpholine . . . . . . . . 

Mynstic  acid-chromic  chloride  complex _ 

Myristyl  alcohol _ _ _ _ _ _ 

Naphtha . . . . . . . . 

Naphthalene,  monosulfonated _ 

Naphthalene  sulfonic  acid-formaldehyde  condensate,  so¬ 
dium  salt. 

a-N  aphthylamine _ _ _ _ 

•t#' .  a"'-Neopentane  tetrayltetrakis  [omega-hytbwy- 

Polyh(ojyj>ropylene)  (1-2  moles)],  average  molecular 

Nitric  acid _ 

o-Ni  trobiphenyl _ I.  II. Ill  II II II II  IIII.. 


LmUttiont 


Fot  use  only  as  bonding  agent  for  aluminum  foil  stabi- 
liur,  or  preaervaUve.  Total  fluoride  from  aU  sonroaa 
TOt  to  exceed  1  percent  by  weight  of  the  finished  nd- 


For  use  only  in  the  preparation  of  polyurethane  resins. 


For  U.SC  only  as  |•olymerization-colltrol  agent. 


For  use  as  [>rcservalive  only. 


For  use  only  as  bonding  agent  for  .aluminum  foil,  sta¬ 
bilizer,  or  preservative.  Total  fluoride  from  aU  souroea 
not  to  exceed  1  percent  by  weight  of  the  finished 
adhesives. 


For  use  as  preservative  only. 
For  use  as  preservative  onlyi 
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SuManttt 

Nitrocelluliis* _ _ n _ 

2-N  itropropuie . . . . . . . . . 

•-(p^Nonylphenyl)-«iiufa-h;droxypol;  (oxyetbyl«n«) 
mixture  of  dibydrogcn  phosphate  and  monohydrocen 
pboephatr  esters:  the  uonyl  groap  is  a  propylene  trimer 
isomer  and  the  poly  (oxyethylene)  content  averaces 
•-9  moles  or  SO  moles. 

s-(p-Nonylphenyl)-omers-hydroxypoly  (oxyethylene) 
product  by  the  condensation  of  1  mole  of  p-iionylphe- 
nol  (nonyl  group  is  a  propylene  tria^  isomer)  with  an 
average  of  1-40  moles  of  ethylene  oxide. 
a-(p-Nonylphenyl)-oiNrfa-hydroxypoly  (oxyethylene) 
sulfate,  ammonium  salt :  the  nonyl  group  is  a  propylene 
trimer  isomer  and  the  poly  (oxyethylene)  content  aver¬ 
ages  9  or  30  moles. 

ri*d»«<«-S-Norbomene-2,3-dicarboxylic  anhydride . 

•-c<f-9-Octadecen>i-ome#a-hydroxypoly  (oxyethylene): 
the  octadecenyl  group  is  derived  from  oleyl  alcohol  and 
the  poly  (oxyethylene)  content  averages  20  moles. 
Octadecyl  3.5-di-<er(-butyl-i-hydroxyhydrocinnamate..... 

Octyl  alcoliol . . . . 

Octyldecyl  phtbalate . - . . 

Octylphenol . . . 

Octylpbeuoxyethanol.s . . . . 

Octylphenoxypolyetliuxy-polypropoxyethanol  (13  moles 
of  ethylene  oxide  and  propylene  oxide). 

Odorless  light  petroleum  hydrocarbou.s . . 

Oleamide  (oleic  at-id  amkle) . . . . 

Oleic  acid,  suKated . . . - 

Oxaxoline . . . - 

a-Oxydicthylene-l)eniothiaxole . . 

Palmitamide  (palmitic  acid  amide) . 

Parafnn  (Cii-t^j»)  sulfonate . . 

Paratonn  aldehyde _ _ _ 

Pentachlorophenol _ _ 

Pentaerythritol  ester  of  maleic  anhydride . . . 

Peutaerytliritol  monostearate . . . . 

Pentaerythritol  tetrabenroate  1CA8  Registry  No.  4190- 
M-5]. 

Peutaerytliritol  tetrastcarate _ _ _ _ 

2,4-Pent  anedioiie . . . . 

Perchloroethyleiie. . . . . 

Petrolatum _ _ _ 

Petroleum  hydrocarbon  resin  (cyclopentadiene  type), 
hydrogenalcf). 

Petroleum  hydit>carlM>n  resin  (produced  by  the  catalytic 
polymeritation  and  subseauent  hydrogenation  of  sty¬ 
rene,  vinyltolueiie,  and  indene  types  from  distillates  of 
cracked  petroleum  stocks). 

Petroleum  hydrocarbon  resins  (produced  by  the  homo- 
and  copolymerisation  of  dienes  and  oleflns  of  the  alipha¬ 
tic,  alicyclic,  and  monobenxenoid  arylalkene  types  from 
distillates  of  cracked  petroleum  stocks). 

Phenol _ _ _ _ 

Phenol-oMmuuraaedndene  resin . 

Phenolic  resins  as  described  in  {  175.300  (b)(8)(Ti) . . 

Phenothiaxine _ _ _ 

Phenyl-d-naphtliylamine  (free  of  3-naphthylamine) - 

o^Plienylphenol . 

o-Phthalic  acid . . . . 

Pimaric  acid . . . - 

Pine  oil . 

Piperaxine . - . . . . . - . . 

Plpertdlniura  penta«ithylwe<IHlil«earbawirti . 

Polvamldas  denved  from  reaction  of  one  or  more  of  the 
following  acids  with  one  or  more  of  the  following  amines: 
Acids: 

Axelaic  acid .  . . 

Dinierixeil  vegetable  oil  acids . . 

Amines: 

Bis(hexnnielhylene)  triamlne  and  higher  homologues. 

DIethylenetrianilne . . . . - 

IMphenylainine _ _ _ _ _ 

Rtnylenediamine . . 

Ilexamethylenediamine . . 

Tetraethylenepentamine . I _ _ 

Trlethy  lenetetramlne . . - 

Polybutene,  hydrogenated . 

Polybutylene  glycol  (molecular  weight  1,000) . 

Poly  |2(diethylamino)  ethyl  methacrylate]  phosphate... 
Polyester  of  adipic  acid,  phthalic  acid,  and  propylene 
glycol,  tenninated  with  butyl  alcohol. 

Polyester  of  diglyoolic  atdd  and  propylene  glycol  contain¬ 
ing  ethylene  glycol  monobutyl  ether  as  a  chain  stopper. 
Polyester  resins  (including  alkyd  type),  as  the  basic 
lymer,  formed  a«  esters  wlten  one  or  more  of  the 
l^ing  ai'ids  are  made  tarcact  with  one  or  more  of  the 
following  alcohols: 

Polytoxycaproyll  diols  and  triols  (minimum  moleo- 
niar  weight  .'sM). 

Acids: 

Axelaic  a<'id . 

1'olyha.sic  and  moiiolMtsic  acids  identilied  in 
i  175.ao0(b)(3)(vii)  (a)  and  (6). 
TctrahydroplUhaUc  acid. 

.4  Icohols: 

1 ,4-C  yclohexanedimet  hanol. 

2.2-Diniethyl-l  ,S-propanediol. 

I'olyhydrio  and  monohydric  alcohols  identi- 
tied  in  {  175.800(b)(S)(vii)  (c)  and  (d). 
Polyeihyleiieadipate  modified  with  ethaiudamine  with 
the  molar  ratio  of  the  amine  to  the  adipic  arid  less  than 
0.1  to  1. 

Polyethylene  glycol  (molecular  weight  200-6,000) . 

Polyethylene,  oxidixed . . . . . . . . 

Polyethylene  resins,  carboxyl  modified,  identified  in 
1 177.1600  of  this  chapter. 

Polyet  hylenimine . 

Polyethyleniniine-epicholrohydrin  resins . 

Polyisoprcite . . . 


ZdaiMaNaM 


For  use  as  preservatira  only. 


For  use  as  a  preservative  only. 

For  use  anly  aa  polymerisation-control  agent. 
For  nsa  as  prasarvatlva  only. 


For  use  only  in  the  preparation  of  polyurethan  resins. 
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StUutancet 

Polymeric  esters  of  polybydric  alcohols  and  polycarboxylie 
acids  prepared  t^m  glycerin  and  phthwc  anhydride 
and  modified  with  benzoic  acid,  castor  oil,  oooonat  oil, 
linseed  oil,  rosin,  soybean  oil,  styrene, and  vinyl  toluene. 
Polymers:  Ilomo^lymers  and  copoljoners  of  the  follow¬ 
ing  monomers: 

Acrylamide . . . . . . 

Acrylic  acid _ _ _ _ _ _ _ 

Acrylonitrile _ _ _ _ _ 

Butadiene - - - - 

Butene _ '. _ 

AT-tert-Butylacrylamide _ 

Butyl  acrylate - - - - - - - 

1.3-Butylene  glycol  dimethacrylate _ _ 

Butyl  methacrylate - - - - 

Crotonic  acid _ 

Decyl  acrylate - - - - 

Diallyl  fumarate . . - . . . . 

Uiallyl  maleate _ 

Diallyl  phtlialate _ 

Dibutyl  fumarate... . . . . 

Dibutyl  itaconate _ 

Dibutyl  maleate _ 

Di(2-etliylhexyl)  maleate . . . . 

Dimethyl-o-methylstyrene . . 

Dioctyl  fumarate . . . . . - - - 

Dioctyl  mateate _ _ 

Divinylbenzene _ 

Ethyl  acrylate . . . . 

Ethylene _ 

Ethylene  cyanohydrin . . . . . . 

2-Ethylhexyl  acrylate . . . . . . 

Ethyl  methacrylate _ 

Fumaric  acid  and/or  its  methyl .  et  liyl  propyl,  butyl,  amyl 
hexyl,  heptyl  and  tKlyl  esters. 

tilycidyl  methacrylate . . . 

2-nydroxyethyl  acrylate - - - - - 

2-Uydroxye,thyl  methacrylate _ 

2-Ilydroxy propyl  methacrylate _ _ 

Isobutyl  acrylate _ _ 

Isobutylene . . . . 

Itaconicacid _ _ _ _ - 

Maleic  acid,  diester  with  2-tiydroxyelhanesulfonic  acid, 
sodium  salt . 

Maleic  anhydride _ _ _ 

Methacrylic  acid _ _ _ _ _ 

Melhjd  acrylate. _ _ 

A^.N'-Methylepebisacrylamide . . . . . 

Methyl  melliacrylate . .  . 

A'-Methyloiacrj  lamidc - - - - - 

Methyl  styrene _ _ _ _ 

Monu(‘lhyl  maleate _ _ _ _ 

Monomethyl  maleate _ _ _ _ _ — 

Mono  (2-ethylhexyl)  maleate _ 

5-Norbornene-2  3-diearboxylic  acid,  mono-n-butyl  ester.. 

Propyl  acrylate _ _ _ _ _ 

Propylene _ 

Styrene _ 

Triallyl  cyanurate _ 

Vinyl  acetate _ 

\  inly  alcohol  (from  alcoholysis  or  hydrolysis  of  vinyl 
acet  ate  units). 

Vinyl  butyrate . 

Vinyl  chloride . . . . . 

Vinyl  crotonale . 

Vinyl  ethyl  ether . 

Vinyl  hexoale . . 

Vinylidene  chloride . . 

Vinyl  methyl  ether . . 

Vinyl  (lelaigonate . 

Vinyl  propionate . 

Vinyl  pyrrolidone . 

Vinyl  stearate . . 

Poly<nyalkylated-|>henolic.  resin  (phenolic  resin  obtained 
from  formaldeiiyde  plus  butyl-  and/or  amylphenols, 
oxyalkylated  with  ethylene  oxide  and/or  propylene 
oxide). 

Polyoxyethylaled  (40 moles)  tallow  alcohol sfllfate,  soditun 
Mlt. 

Polyoxyethylene  (molecular  weight  200)  dibenzoate - 

Polyoxyethylene  (molecular,  weight  200-600)  esters  of 
fatty  acids  derived  from  animal  or  vegetable  fats  and  oils 
(including  tall  oil). 

Polyoxyethylene  (15  moles)  ester  of  rosin — . . 

Polyoxyethylene  (4-5  moles)  ether  of  pheiwl _ 

Polyoxyethylene’ (25  moles)— glycerol  adduct . 

Polyoxyethylene  (40  moles)  stearate _ 

Polyoxyethylene  (5-15  moles)  tridecyl  alcohol - - 

Polyoxy  propylene  (3  moles)  tridecyl  alcohol  sulfate _ 

Polyoxypropylene  (Mmoles)  butyl  ether . . . 

Polyoxypropylene  (40  moles)  butyl  ether _ 

Polyoxypropylene  (20  moles)  oleate  butyl  ether . . 

Polyoxypropylene-|x)lyoxyethylene  condensate  (mini¬ 
mum  molecular  weight  1,900). 

Polypropylene  glycol  (minimum  molecular  w’elght  150).. 
Polypropylene  glycol  (3-4  moles)  triether  with  2-ethyl-2- 
(hydroxymethyl)-l,3^propane-diol,  average  molecular 
weight  730. 

Polypropylene,  noncrystalUne . 

Polysiloxanes: 

Diethyl  pol)rsiloxane . . . 

Dihydrogen  pol^iloxane . - 

Dimethyl  polysiloxane . .... 

Diphenyl  polysiloxane . . 

Ethyl  hydrogen  polysiloxane . . 

Ethyl  phenyl  polysiloxmne . . 

Methyl  ethvl  ^j^loxane . . 

Methyl  hvdroM  polysUoxane . . 

Methyl  phenyl  polysiloxaiie . . . . . 

Phenyl  hydrogen  polysUoxane . 


Limitmtiont 
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Subtfucti 


/.imtfalMiw 


Pclj-sorbate  60 . ' 

Polysorb»U  80 . . . . . . . 

Polysorb«te  20  (polyoiyrthylene  (20)  sorbltan  mono- 

P^ysortoie  40  (polyoxyethylene  (20)  sorbitan  mono- 
p^miute).  .  ,  w  l^ 

Poly  1st vTene-oo-disodiinn  maleate-co-a-lp-nonyl  phenyl)- 
•we#a-(p-TiDyl-bentyl)poly(oiyetbylene)l  terpolymer. 

Polyuetrafluoroethylene . . . 

Polyurethane  resins  produced  by  reacting  diisocyanates 
with  one  or  more  of  the  polyols  or  polyesters  npied  in 
this  subparagraph  or  produced  by  reacting  the  cliloro- 
(ormate  derivatives  of  one  or  more  of  the  polyols  or 
polyesters  named  in  this  subparagraph  with  one  or  more 

of  the  polyamines  named  in  this  subparagraph. 

Poly  viny  1  alcohol  modified  so  as  to  contain  not  more  than 
3  weight  percent  of  comonomer  units  derived  from  1- 
alkenes  having  12  to  20  carbon  atoms. 

Polyvinyl  butyral . 

Polyvinyl  formal . - . - . 

Potassium  fenicyanide . 

Potassium  N-methyldithiocarbamate . 

Potassium  peiitaclilorophenate . 

Potassium  pennanganate . 

Pota.<ssium  persulfate . 

Potassium  phosphates  (mono-,  dl-,  tribaslc) . 

Potassium  tripolyphosphate . . . 

a,  a',  «''-1.2,3-Propanetriyltris  lomeg3-(2,  S-eposy pro- 
poxy)  poly  (oxypropylcne)  (24  moles)). 

IJ-Propiolactone . . 

Propyl  alcohol  (propanol) . 

Propylene  carbonate . . . ................... 

Propylene  glycol  and  p-p'-isopropylidenedlphenol  dl- 
etner. 

Propylene  glycol  esters  of  coconut  fatty  acids . 

Propylene  glycol  monolaurate . . . . 

Propylene  glycol  monomethyl  ether . 

Propylene  glycol  monostearate - ......... - 

a,  a,  o"-[Propyltdynetiis  (methylene))  tris  (omega- 
hydroiypoly  (osypropylene)  (1.5  moles  minimum)), 
minimum  molecular  w  eight  400. 

Quaternary  ammonium  chloride  (hexadecyl,  octadecyl 
derivative).  _  „ 

Rosin  (wood,  gum,  and  tall  oil  rosin),  rosin  dimers, 
decarboxylated  rosin  (Including  rosin  oil.  dlspropor- 
tionated  rosin,  and  these  substances  as  modified  by  one 


or  more  of  the  following  reactants: 

Alkyl  (Ci-Ci)  phenoKormaldehyde.. . 

Ammonia . . . 

Ammonium  caseinate-p-Cyclohexylphenolfomialde- 

hyde. 

Dlethylene  glycol . 

Dlpentaerythritol . - . . 

Ethylene  glycol . 

Formaldehyde . 

Fumaric  acid . . . 

Olycenn . 

Hydrogen..., . 

Isophthallc  acid . . 

4,4 -Isopropylidenedlphenol-epichlorohydrin  (epoxy) . 

4,  t'.Isopropylidenediphenol-forinaldehyde. . 

Maleic  anhydride . 

Methyl  alcohol . 

Pentaerythritol . 

Phthalic  anhydride . 

Polyethylene  glycol . 

Phenol-formaldehyde . 

Phenyl  'i-cresoi-foi  inaldehyde _ ; - 

p-phenylphenol-torinaldcliyde . . 

Sulfuric  acid . 


Triethylene  glycol . 

Xylenol-fornialdehyde . . 

Rosin  salts  (salts  of  wood.  gum.  and  tali  oil  rosin,  and  the 
dimers  thereof,  decarboxylated  rosin  disproportionaied 
rosin,  hydrogenated  rosin): 


For  use  only  as  polymerisation-control  agent. 
For  use  as  preservative  only. 


For  use  as  preservative  only. 


Aluminum . . . 

Ammonium . - . . . 

Calcium . 

Magnesium . -v- 

Potassium . 

Sodium . 


Rosin,  gasoline-insoluble  fraction . 

Rubber  hydrochloride  polymer.  . 

Rubber  latex,  natural . - . 

Salicylic  acid . . . 

Sandarac . 

Sebacic  acid . 

Shellac . . . . 

Silicon  dioxide  as  defined  in  1 172.480(a)  of  this  chapter . 

Silicon  dioxide  as  defined  in  Sec.  12l.lS»58(a) . . 

Sodium  alkyl  (Cj-Cm  aliphatic)  licneienesuUonale . 

Sodium  aluminum  pyrophosphate . 

Sodium  aluminum  sulfate . . . . 

Sodium  bisuliate . . 

Sodium  calcium  silicate . 

Sodium  capryl  polyphosphate . . 

Sodium  caiboxymethylcellulose . 

Sodium  chlorate . . . 

Sodium  chlorite . - 

Sodium  chromate . 

Sodium  decylsulfate . .  . 

Sodium  dehydroacetate . . . . . 

Sodium  di-(2-ethylliexoate)  .1 . 

Sodium  dl-(2-ethylhexyl)  pyrophosphate . 

Sodium  dihexylsulfosuccinate . 

Sodium  dlsaobutylpbenoxydiethoxyethyl  sulfonate.  . 

Sodium  diisobutylphcuoxymonoetboxyethyl  sulfonate... 


For  use  as  preservative  only. 


For  use  as  preservative  only. 
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SoSium  diisopropyl-  and  triisopropylnaphthalenesul- 
fonate. 

Sodium  dlmethyldithlocarbamate.. _ 

Sodium  dioctylsulfosuccinate . 

Sodium  n-dodecylpolyethoiy  (50  moles)  sulfate . 

Sodium  ethylene  ether  of  nonylphenol  sulfate . 

Sodium  2-ethylhexyl  sulfate . 

Sodium  fluoride . 


Sodium  formaldehyde  sulfoxylate . 

Sodium  formate . 

Sodium  heptadecylsulfate . 

Sodium  hypochlorite . 

Sodium  isododecylphenoxypolyethoxy  (40  moles)  sulfate. 

Sodium  AMauroyl  sarcosinate . . 

Sodium  metaborate . 

Sodium  o-naphthalene  sulfonate . 

Sodium  nitrate . 

Sodium  nitrite . 

Sodium  oleoyl  isopropanolamide  sulfosuccinate . 

Sodium  pentachlorophenate . 

Sodium  perborate . 

Sodium  persulfate . 

Sodium  polymethacrylate . 

Sodium  polystyrene  sulfonate . 

Sodium  salicylate . 

Sodium  salt  of  1-hydroxy  2(lH)-pyridine  thione . 

Sodium  tetradecylsulfate . 

Sodium  thiocyanate . 

Sodium  bis-tridecylsulfosuccinate . 

Sodium  xylene  sulfonate . 

Sorbitan  monooleate . . . . . 

Sorbitan  monostearate . 

Soybean  oil,  epoxidixed . 

Spermaceti  wax . . . 

Sperm  oil  wax . 

Stannous  2-ethylhexanoate . 

Stannous  stearate . 

Starch  hydrolj'sates . 

Starch  or  starch  modified  by  one  or  more  of  the  treatments 
described  in  §§  172.892  and  178.3520  of  this  chapter. 

Starch,  reacted  with  a  urea-formaldehyde  resin . 

Starch,  reacted  with  formaldehyde . 

Stearamide  (stearic  acid  amide) . . 

Stearic  acid . 

Stearic  acid-chromic  chloride  complex . 

Stearyl-cetyl  alcohol,  technical  grade,  approximately  65 
percent-80  percent  stearyl  and  20  percent-35  percent 
cetyl. 

Strontium  salicylate . 

Styrenated  phenol . 

Styrene  block  polymers  with  1,3-butadieno . 

Styrene-maleic  anhydride  copoylmer,  ammonium  or 
potassium  salt. 

Styrene-maleic  anhydride  copolymer  (partially  methy¬ 
lated)  sodium  salt. 

Styrene-methacrylic  acid  copolymer,  potassium  salt . 

Sucrose  acetate  isobutyrate . 

Sucrose  benxoate . 

Sucrose  octaacetate . 

a-Sulfo-omega-(dodecyloxy)poly  (oxyethylene),  ammoni¬ 
um  salt. 

Sulfonated  octadecylene  (sodium  form) . 

Sulfur . . 

Tall  oil . 

Tall  oil  fatty  acids,  linoleic  and  oleic . 

Tall  oil  fatty  acid  methyl  ester . 

Tall  oil,  methyl  ester.. . 

Tall  oil  pitch . 

Tall  oil  soaps . 

Tallow  alcohol  (hydrogenated) . 

Tallow  amine,  secondary  (hexadecyl,  octadecyl),  of  hard 
tallow. 

Tallow,  blown  (oxidized) . 

Tallow,  propylene  glycol  ester . 

Terpjene  resins  (a-and  tf-pinene)  homopwlymers,  copxtly- 
mers,  and  condensates  with  phenol,  formaldehyde, 
coumarone,  and/or  indene. 

Terphenyl . 

Teri>henyl,  hydrogenated . 

Terpineol . . . . . 

Tetraethylene  p>entamine . 

Tetraethylthiuram  disulfide . 

Tetrahydrofuran . 

Tetrahydrofurfuryl  alcohol . 

Tetra-isopnopyl  titanate . 

«-[P*(l,l,3,S-Tetramethylbutyl)  phenyl]-om<ffa-hydroxy- 
Ix>ly-(oxyethylene)  produced  by  the  condensation  of  1 
mole  of  p-(l,l,3,3-tetramethylbutyl)  phenol  with  an 
average  of  1-40  moles  of  ethylene  oxide. 
Tetrakislmethylene  (3,5-di-tert-buty  1-4-hydrox  y-hydro- 

cinnamate^  methane. 

«-(P-(l,l,3,3-Tetramethylbutyl)  phenyl]-om«ga-hydroxy- 
poly(ozyethylene)  mixture  of  dihydropn  phosphate 
and  monohydrogen  phosphate  esters  and  their  sodium, 
potassium,  and  ammonium  salts  having  a  tx>ly(ozy- 
ethylene)  content  averaging  6-9  or  40  moles. 

Tetramethyl  decanediol . 

Tetramethyl  decynediol . 

Tetramethyl  decynediol  plus  1-30  moles  of  ethylene  oxide. 

Tetramethylthiuram  monosulfide . 

Tetrasodium  A7-(l,2-dicarboxyethyl)-.V-octadecylsulfosuc- 
cinamate. 

4,4'-Thiobis-64erf-butyl-m-cresol . 

Thiodiethylene-bis(3,^i-(erf-butyl-4-hydroxyhydroeinna- 

mate). 

2,2'-(2,5-Thiophenediyl)  bisI5-<«rf-butylbenioxaiole] . 

Thiiiam . 


For  use  only  as  bonding  agent  for  aluminum  foil,  stabil¬ 
izer.  or  preservative.  Total  fluoride  for  all  sources  not 
to  exceed  1  percent  by  weight  of  the  finished  adhesive. 


For  use  as  preservative  only. 


For  use  as  preservative  only. 


For  use  as  preservative  only. 
For  use  as  preservative  only. 


For  use  only  as  a  catalyst  for  ptolyurethane  resins. 
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Sutitaneet 

Thymol . 

Titanium  dioxide . 

Titanium  dioxide-barium  dilate.. . . . - 

Titanium  dioxide-calcium  suUatc . 

Titanium  dioxide-magnesium  silicate . 

Toluene . 

Toluene  2,4-diisocyanate . 

Toluene  2,6-diisocyanate . 

©•  and  p-Toloene  ethyl  sulfonamide . 

and  p-Toluene  sulfonamide . . . 

p-Tohiene  sulfonic  acid . . . 

p.  (p'-Toluene-sulfonylamidel-diphenylamide . . 

Triaiine-formaldehyde  resins  as  described  in  }  17S.300ib)(3) 
(xtii). 

Trtbutoxyethyl  phosphate . 

I  Tributyl  citrate . 

I  Tri-tcrt-butyl-p-phenyl  phenol . 

I  Tributyl  phosphate . 

!  Tributyltin  chloride  complex  of  ethylene  oxide  condensate 
of  dehydroabi^ylamine. 

Tri-n-butyltin  acetate . 

'M-a-butyltin  neodecanoate . . . 

1,1,1-Trichloroethane . 

y,2-Trichloroethane . 

Trichloroethylene . 

Tri-d-chloroet  h  y  1  phosphate . 

Tridecy  1  alcohol . . 

Triethanolamine . 

3-(TTiethoxy!)ilyll  propylamine . . . 

Triethylene  glycol . 

Triethylene  glycol  dibenioate . 

Trielhylene  glycol  di(2-ethylhexoate) . . . . 

Triethylcne  glycol  polyester  of  beuioic  acid  and  phthalic 
acid. 

Triethylhexyl  phosphate . 

Triethylphoephate . 

2,4.5-Trihydroxy  bntyrophenone . 

TViisopropanolamine . 

Trimethylol  propane . 

2.2.4- TrimethyIpentanediol-l,3-diisobutyrate . 

TOmeric  aromatic  amine  resin  from  diphenylamine  and 
acetone  of  molecular  weight  approximately  .ViO. 
Tri(nonylphenyl)  phosphite-formaldehyde  resins . 

Triphenylphosphate . 

Tripropylene  glycol  monomethyl  ether - ..... - - 

1.3.5- Tris  (3.5-di-/crt-butyl-4-hydroxy-bentyD-»-triaiinc- 
2,4,6  (lH,3H,5H)-trione. 

Tris  (p-terliary  butyl  phenyl)  phosphate.... . 

Tri8(2-methyl-4-hydroxy-5-<<rt-butyl-phenyl)butane . 

Turpe  nli  ne  . .  v 

Urea-formaldehyde  resins  as  described  in  i  175.300(b)(3) 

Vegetable  oil,  sulfonated  or  sulfated,  potassium  salt . 

Vinyl  acetate-malcic  anhydride  copolymer,  smlium  salt.. 

W axes,  petroleum . - . . . . 

Wax,  petroleum,  chlorinated  (40%  to  70%  chlorine).... — 

Waxes,  synthetic  paraflin  (Fischcr-Tropsoh  process) . 

8-(2-Xenolyl)-l,2-cpoxy-propane . 

Xylene . - . . . 

Xylene  (or  toluene)  alkylated  with  dicyclopenladiene — 

Zein . 

Zinc  acetate . 

Zinc  ammonium  chloride . - . — 

Zinc  dibenzyl  dithiocarbamatc - - - 

Zinc  dibutyldithiocarbamatc.. _ 

Zinc  diethyldithiocarbamate . . . . . 

Zinc  di(2-ethylhcxoatc) . . 

Zinc  formaldehyde  sulfoxylate . 

Zinc  naphlhenate  and  dehydroabietylamine  mixture . 

Zinc  nitrate . . . 

Zinc  orthophosphate . 

Zinc  resinate . 


Zineb  (zi^  ethylVneM^Vhiocarbamate) 
Ziram  (zinc  dimethyldithiocarbamute)... 


LimUation$ 

For  use  as  presciratiee  only. 


For  use  as  preseiratiye  only. 

For  use  as  peeserrative  only. 

For  use  as  preservative  only. 
For  use  as  preservative  only. 


As  identified  in  1  177.26(Kiic)(4)(iii)  of  this  chapter.  For 
use  only  as  a  stabilizer. 


§  175.125  Pressure-sensitive  adhesives. 

Pressure-sensitive  adhesives  may  be 
safely  used  as  the  food-contact  siu'face 
of  labels  and/or  tapes  applied  to  fcKxl, 
in  accordance  with  the  ffdlowing  pre¬ 
scribed  conditions: 

(a)  Pressure-sensitive  adhesives  pre¬ 
pared  from  one  or  a  mixtvire  of  two  or 
more  of  the  substances  listed  in  this 
paragrairfi  may  be  used  as  the  food-con¬ 
tact  surface  of  labels  and/or  tapes  ap¬ 
plied  to  poultry,  dry  f(x>d,  and  processed, 
frozen,  dried,  or  partially  drtiydrated 
fruits  or  vegetables. 

(1)  Substances  generally  recognized 
as  safe  in  food. 

(2)  Substances  used  in  accordance 
with  a  prior  sanctiem  or  approval. 

(3)  Color  additives  listed  for  use  in 
or  on  food  in  Part  8  of  this  chapter. 

(4)  Substances  identified  in  §  172.615 
of  this  chapter  other  than  Substances 


used  in  accordance  with  paragraph  (a) 
(2)  of  this  section.  • 

(5)  Polyethylene,  oxidized:  cfHnply- 
ing  with  Uie  identity  precribed  in  §  177.- 
1620(a)  of  this  chapter. 

(b)  Pressure-sensitive  adhesives  pre¬ 
pared  from  one  or  a  mixture  of  two  or 
more  of  the  substances  listed  in  this 
paragraph  may  be  used  as  the  f(X)d-con- 
tact  surface  of  labels  and/or  tapes  ap¬ 
plied  to  raw  fruit  and  raw  vegetables. 

(1)  Substances  listed  in  paragraph 
(a)  (1),  (2),  (3).  and  (5)  of  this  sec¬ 
tion,  and  those  substances  prescribed  by 
paragraph  (a)  (4)  of  this  section  that  are 
not  identified  in  paragraph  <b)(2)  of 
this  section. 

(2)  Substances  identified  in  this  sub- 
paragraph  and  subject  to  the  limitations 
provided : 

BHA. 

BHT. 


Butadiene-acrylonitrile  copolymer. 
Butadiene-acrylonltrile-styrene  copolymer. 
Butadiene-styrene  copolymer. 

Butyl  rubber. 

Chlorinated  natural  rubber. 
Isobutylene-styrene  copolymer. 

Petrolatum. 

Polybutene-1. 

Polybutene,  hydrogenated;  complying  with 
the  Identity  prescribed  under  f  178.3740(b) 
of  this  chapter. 

Polyisobutylene. 
cis-1 ,4-Polyisoprene. 

Polystyrene. 

Propyl  gallate. 

Rapeseed  oil,  vulcanized. 

Rosins  and  rosin  derivatives  as  provided  In 
§  178.3870  of  this  chapter. 

Rubber  hydrochloride. 

Rubber  (natural  latex  solids  or  crepe, 
smoked  or  unsmoked). 

Terpene  resins  (a-  and  8-pinene),  homo¬ 
polymers,  copolymers,  and  condensates 
with  phened,  formaldehyde,  coumarone, 
and/or  Indene. 

Tetrasodlum  ethylenedlaminetetraacetate. 
Trl(  mixed  mono-  and  dlnonylphenyl)  phos¬ 
phite  (which  may  contain  not  more  than  1 
percent  by  weight  of  triisopropanolamine). 

(c)  Acrylonitrile  copolymers  identi- 
'fied  in  this  section  shall  comply  with 
the  provisions  of  §  180.22  of  this  chap¬ 
ter. 


Subpart  C — Substances  for  Use  as 
Components  of  Coatings 

§  175.210  Acrylate  ester  copolymer 
coating. 

Acrylate  ester  copolymer  coating  may 
safely  be  used  as  a  food-contact  surface 
of  articles  intended  for  packaging  and 
holding  food,  including  heating  of  pre¬ 
pared  food,  subject  to  the  provisions  of 
this  section: 

(a)  The  acrylate  ester  copolymer  is 
a  fully  polymerized  copolymer  of  ethyl 
acrylate,  methyl  methacrylate,  and 
methacrylic  acid  applied  in  emulsion 
form  to  molded  virgin  fiber  and  heat- 
cured  to  an  insoluble  resin. 

(b)  Optional  sutetances  used  in  the 
preparation  of  the  polymer  and  in  the 
preparation  and  application  of  the 
emulsion  may  include  substances  named 
in  this  paragraph,  in  an  amount  not  to 
exceed  that  required  to  accomplish  the 
desired  technical  effect  and  subject  to 
any  limitation  prescribed:  Provided, 
however.  That  any  substance  named  in 
this  paragraph  and  covered  by  a  specific 
regulation  in  Subchapter  B  of  this  chap¬ 
ter  must  meet  any  specifications  in  such 
regulation. 

List  of  Kubstances :  Limitations 

Aliiminiim  stearate _  _ 

Auiiiionlum  lauryl  sulfate-  _ 

Bora.v _  Not  to  exceed 

the  amount 
required  as  a 
preserva- 
tlve  In  emul¬ 
sion  defoamer. 

Dlsodlum  hydrogen  phos-  Do. 
phate. 

Formaldehyde _  _ 

niyceryl  monostearate _  _ 

Methyl  cellulose _  _ 

Mineral  oil _  _ 

Paraffin  wax _  _ _ — _ 

I’otassium  hydroxide _  _ 

Potassium  persulfate _  _ _ _ 

Tallow  _  _ 

Tetrasodlum  pyrophos- 

Tltanium  dlo.xlde _  _ 


FEDERAL  REGISTER,  VOL.  42,  NO.  50 — TUESDAY,  MARCH  15,  1977 


14544 


RULES  AND  REGULATIONS 


(c)  Hie  coating  in  the  form  in  which 
it  contacts  food  meets  the  following 
tests: 

(1)  An  appropriate  sample  when  ex¬ 
posed  to  distilled  water  at  212°  P  for  30 
minutes  shall  yield  total  chloroform- 
soluble  extractables  not  to  exceed  0.5 
milligram  per  square  inch. 

(2)  An  appropriate  sample  when  ex¬ 
posed  to  n-heptane  at  120°  F  for  30 
minutes  shall  yield  total  chloroform- 
soluble  extractables  not  to  exceed  0.5 
milligram  per  square  inch. 

§  175.230  Hot>melt  strippable  food  coat¬ 
ings. 

Hot-melt  strippable  food  coatings 
may  be  safely  applied  to  food,  subject  to 
the  provisions  of  this  section. 

(a)  The  coatings  are  applied  to  and 
used  as  removable  coatings  for  food. 

(b)  The  coatings  may  be  prepared,  as 
mixtures,  from  the  following  substances; 

(1)  Substances  generally  recognized  as 
safe  in  food. 

(2)  Substances  identified  in  this  sub- 
paragraph. 

List  of  substances;  Limitations 

Acetylated  monoglycerides  Complying 
with 

172.828  of 
this  chapter. 

Cellulose  acetate  butyrate _ _ 

Cellulose  acetate  proprion-  _ 

ate. 

Mineral  oil,  white _ For  use  only 

as  a  com¬ 
ponent  of 
hot-melt 
strippable 
food  coat¬ 
ings  ap¬ 
plied  to 
frozen 
meats  and 
complying 
with 

S  172.878  of 
this  chapter. 

§  175.250  Paraffin  (synthetic). 

Synthetic  paraffin  may  be  safely  used 
as  an  impregnant  in,  coating  on,  or 
component  of  coatings  on  articles  used  in 
producing,  manufacturing,  packing, 
processing,  preparing,  treating,  packag¬ 
ing,  transporting,  or  holding  food  in  ac¬ 
cordance  with  the  following  prescribed 
conditions: 

(a)  The  additive  is  synthesized  by  the 
Pischer-Tropsch  process  from  carbon 
monoxide  and  hydrogen,  which  are  cata- 
Isrtically  converted  to  a  mixture  of  par¬ 
affin  hydrocarbons.  Lower  molecular- 
weight  fractions  are  removed  by  distil¬ 
lation.  The  residue  is  hydrogenated  and 
further  treated  by  percolation  through 
activated  charcoal. 

(b)  Simthetlc  paraffin  shall  conform 
to  ttie  following  spieciflcations: 

(1)  Congealing  point.  The  substance 
has  a  congealing  point  of  not  less  than 
200°  P  nor  more  than  210°  P  as  deter¬ 
mined  by  A.S.T.M.  D-938-49. 

(2)  Oil  content.  The  substance  has 
an  oil  content  not  exceeding  0.5  percent 
as  determined  by  A.S.TJbI.  D-721-56T. 

(3)  Absorptivity.  Hie  substance  has 
an  absorptivity  at  290  millimicrons  in 
decahydronaphthalene  at  190°  P  not 
exceeding  0.01  as  determined  by  A.S.T.M. 
131. 


(c)  The  provisions  of  this  section  are 
not  applicable  to  synthetic  paraffin  used 
in  food-packaging  adhesives  complying 
with  §  175.105. 

§  175.260  Partial  phosphoric  acid  esters 
of  polyester  resins. 

Partial  phosphoric  acid  esters  of  pKily- 
ester  resins  identified  in  this  section  and 
applied  on  aluminum  may  be  safely  used 
as  food-contact  coatings,  in  accordance 
with  the  following  prescribed  conditions: 

(a)  For  the  purpose  of  this  section, 
partial  phosphoric  acid  esters  of  poly¬ 
ester  resins  are  prepared  by  the  reaction 
of  trimellitic  anhydride  with  2,2-di¬ 
methyl- 1,3 -propanediol  followed  by  reac¬ 
tion  of  the  resin  thus  produced  with 
phosphoric  acid  anhydride  to  produce  a 
resin  having  an  acid  number  of  81  to  98 
and  a  phosphorus  content  of  4.05  to  4.65 
percent  by  weight. 

(b)  The  coating  is  chemically  bonded 
to  the  metal  and  cured  at  temperatures 
exceeding  450®  F. 

(c)  The  finished  food -contact  coating, 
when  extracted  with  the  solvent  or  sol¬ 
vents  characterizing  the  type  of  food  and 
under  the  conditions  of  time  and  t^- 
perature  characterizing  the  conditions 
of  its  intended  use,  as  determined  from 
tables  1  and  2  of  S  175.300(d).  yields 
total  extractives  in  each  extracting  sol¬ 
vent  not  to  exceed  0.3  milligrams  per 
square  inch  of  food-contact  surface,  as 
determined  by  the  methods  described  in 
§  175.300(e),  and  the  coating  yields  2,2- 
dimethyl- 1.  3 -propanediol  in  each  ex¬ 
tracting  solvent  not  to  exceed  0.3  micro- 
grams  per  square  inch  of  food-contact 
surface.  In  testing  the  finished  food- 


Resinous  and  polymeric  coatings  may 
be  safely  used  as  the  food-contact  sur¬ 
face  of  articles  intended  for  use  in  pro¬ 
ducing,  manufacturing,  packing,  process¬ 
ing,  preparing,  treating,  packaging, 
transporting,  or  holding  food,  in  accord¬ 
ance  with  the  following  prescribed  condi¬ 
tions: 

(a)  The  coating  is  applied  as  a  con¬ 
tinuous  film  or  enamel  over  a  metal  sub¬ 
strate,  or  the  coating  is  intended  for  re¬ 
peated  food -contact  use  and  is  applied 
to  any  suitable  substrate  as  a  continuous 
film  or  enamel  that  serves  as  a  functional 
barrier  between  the  food  and  the  sub¬ 
strate.  The  coating  is  characterized  by 
one  or  more  of  the  following  descrip¬ 
tions; 

(1)  Coatings  cured  by  oxidation. 

(2)  Coatings  cured  by  polymerization, 
condensation,  and/or  cross-linking  with¬ 
out  oxidation. 

(3)  Coatings  prepared  from  prepoly¬ 
merized  substances. 

(b)  The  coatings  are  formulated  from 
optional  substances  that  may  include: 


contact  articles,  a  separate  test  sample 
is  to.be  used  for  each  required  extract^ 
solvent. 

§  175.270  PoIy(vinyl  fluoride)  resins. 

Poly  (vinyl  fluoride)  resins  identified 
in  this  section  may  be  safely  used  as 
components  of  food-contact  coatings  for 
containers  having  a  capacity  of  not  less 
than  5  gallons,  subject  to  the  provisions 
of  this  section. 

(a)  For  the  purpose  of  this  section, 
poly  (vinyl  fluoride)  resins  consist  of 
basic  resins  produced  by  the  polymeriza¬ 
tion  of  vinyl  fluoride. 

(b)  Hie  poly(vinyl  fluoride)  basic  res¬ 
ins  have  an  intrinsic  viscosity  of  not 
less  than  0.75  deciliter  per  gram  as  deter¬ 
mined  by  ASTM  Method  D  1243-66,  mod¬ 
ified  as  follows: 

(1)  Solvent;  A(,Af-Dimethylacetamlde, 
technical  grade. 

(2)  Solution:  Powdered  resin  and  sol¬ 
vent  are  heated  at  120°  C  imtil  the  resin 
is  dissolved. 

(3)  Temperature:  Flow  times  of  the 
solvent  and  solution  are  determined  at 
110°  C. 

(4)  Viscometer:  Cannon-Ubbelohde 
size  50  semimicro  dilution  viscometer  (or 
equivalent) . 

(5)  Calculation:  The  calculation 
method  used  is  that  described  in  appen¬ 
dix  Al.2.2  (ASTM  Method  D  1243-66) 
with  the  reduced  viscosity  determined  for 
three  concentration  levels,  not  greater 
than  0.5  gram  per  deciliter,  and  extrap¬ 
olated  to  zero  concentration  for  intrin¬ 
sic  viscosity.  The  following  formula  is 
used  for  determining  reduced  viscosity: 


(1)  Substances  generally  recognized 
as  safe  in  food. 

(2)  Substances  the  use  of  which  is 
permitted  by  regulations  in  this  part  or 
which  are  permitted  by  prior  sanction 
or  approval  and  employed  under  the 
specific  conditions,  if  any,  of  the  prior 
sanction  or  approval. 

(3)  Any  substance  employed  in  the 
production  of  resinous  and  polymeric 
coatings  that  is  the  subject  of  a  regula¬ 
tion  in  Subchapter  B  of  this  chapter  and 
conforms  with  any  specification  in  such 
regulation.  Substances  named  in  this 
paragraph  (b)  (3)  and  further  identified 
as  required: 

(i)  Drying  oils.  Including  the  triglyc¬ 
erides  or  fatty  acids  derived  therefrom: 

Beechnut. 

Candlenut. 

Castor  (Including 
dehydrated). 

Chinawood  (tung). 

Coconut. 

Corn. 

Cottonseed. 

Fish  (refined). 

Hempseed. 

Linseed. 

Oiticlca. 


Reduced  viscosity  in  terms  of  deciliters  per  gram«|.j^ 

Where: 

resolution  efflux  time, 
to = Solvent  efflux  time. 

c*  Concentration  cf  solution  in  terms  of  grams  per  deciliter. 


§  175.300  Resinous  and  polymeric  coat¬ 
ings. 
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PerlUa. 

PoppysMd. 

PumpUnBeed. 

Safflower. 

Sesame. 

Soybean. 

Sunflower. 

TalloU. 

Walnut. 

The  oils  may  be  raw,  heat-bodied,  or 
blown.  They  may  be  refined  by  filtra¬ 
tion,  degumming,  acid  or  alkali  washing, 
bleaching,  distillation,  partial  dehydra¬ 
tion,  partial  polymerization,  or  solvent 
extraction,  or  modified  by  combination 
with  maleic  anhydride. 

(ii)  Reconstituted  oils  from  triglyc¬ 
erides  or  fatty  acids  derived  from  the 
oils  listed  in  paragraph  (b)(3)  (i)  of  this 
section  to  form  esters  with: 

Butylene  glycol. 

Etbylene  glycol. 

Pentaerytbrltol. 

Polyethylene  glycol. 

Polypropylene  glycol. 

Propylene  glycol. 

Sorbitol. 

Trlmetbylol  ethane. 

Trimethylol  propane. 

(iii)  Synthetic  drying  oils,  as  the  basic 
polymer: 

Butadiene  and  methylst^'ene  copolymer. 
Butadiene  and  styrene  copolymer,  blown  or 
unblown. 

Maleic  anhydride  adduct  of  butadiene  sty¬ 
rene. 

Polybutadiene. 

(iv)  Natural  fossil  resins,  as  the  basic 
resin: 

Copal. 

Damar. 

Eleml. 

Gllsonlte. 

Glycerol  ester  of  damar,  copal,  eleml,  and 
sandarac. 

Sandarac. 

Shellac. 

Utah  coal  resin. 

(V)  Rosins  and  rosin  derivatives,  with 
or  without  modification  by  polymeriza¬ 
tion,  isomerization,  incidental  decar¬ 
boxylation,  and/or  hydrogenation,  as 
follows: 

(a)  Rosins,  refined  to  color  grade  of 
K  or  paler: 

Gum  rosin. 

Tall  6u  rosin. 

Wood  rosin. 

(b)  Rosin  esters  formed  by  reacting 
rosin  (paragraph  (b)  (3)  (v)  (a)  of  this 
section)  with: 

4,4'  -sec-Butylldenedlphenol-eplchlorohydrln 
(epoxy). 

Dlethylene  glycol. 

Ethylene  glycol. 

Glycerol. 

4,4'  -Isopropylldenedlphenol-eplchlorohydrln 
(epoxy). 

Methyl  alcohol. 

Pentaerythrltol. 

(c)  Rosin  esters  (paragraph  (b)  (3) 
(V)  (b)  of  this  section)  modified  by  reac¬ 
tion  with: 

Maleic  anhydride. 

0-,  m-,  and  p-substltuted  phenol-formalde¬ 
hydes  listed  In  paragraph  (b)  (3)  (vl)  of 
this  section. 

Phenol-formaldehyde. 


(d)  Rosin  salts: 

Calcium  reslnate  (limed  rosin). 

Zinc  reslnate. 

(vl)  Phenolic  resins  as  the  basic 
polymer  formed  by  reaction  of  phenols 
with  formaldehyde: 

(a)  Phenolic  resins  formed  by  reaction 
of  formaldehyde  with: 

Alkylated  (methyl,  ethyl,  propyl.  Isopropyl, 
butyl)  phenols. 
p-terf-Amylphenol. 
4,4'-sec-Butylldenedlphenol. 
p-  fert-Butyl  phenol. 

0-,  m-,  and  p-Cresol. 

p-Cyclohexylphenol. 

4.4’-l8oprop^ldenediphenol. 

p-Nonylphenol. 

p-Octylphenol. 

3-Pentadecyl  phenol  mixture  obtained  from 
cashew  nut  shell  liquid. 

Phenol. 

Phenyl  o-cresol. 
p-Phenylphenol. 

Xylenol. 

(b)  Adjunct  for  phenolic  resins: 
Aluminum  butylate. 

(vii)  Polyester  resins  (including  alkyd- 
type),  as  the  basic  polymers,  formed  as 
esters  of  acids  listed  in  paragraph  (b) 
(3)  (vii)  (a)  and  (b)  of  this  section  by 
reaction  with  alc(diols  in  paragraph  (b) 
(3)  (vii)  (c)  and  (d)  of  this  section. 

(a)  Polybasic  acids: 

Adipic. 

Dimerized  fatty  acids  derived  from  oils  listed 
In  paragraph  (b)  (3)  (1)  of  this  section. 
Dipbenollc  acid. 

Pumarlc. 

Isophthallc. 

Maleic. 

Ortbophtballc. 

Sebaclc. 

Terepbthallc. 

Terpene-malelc  acid  adduct. 

Trlmellltlc. 

(b)  Monobasic  acids: 

Benzoic  acid. 
ferf-Butyl  benzoic  acid. 

Fatty  acids  derived  from  oils  listed  In  para¬ 
graph  (b)  (8)  (1)  of  this  section. 

Rosins  listed  In  paragraph  (b)(3)(v)(a)  of 
this  section,  for  use  only  as  reactants  In 
oil-based  or  fatty  acid-based  alkyd  resins. 

(c)  Polyhydric  alcohols: 

Butylene  glycol. 

Dlethylene  glycol. 

2,2-Dlmethyl-l,3-propanedlol  for  use  only  In 
forming  polyester  resins  for  coatings  In¬ 
tended  for  use  In  contact  with  non-alco¬ 
holic  foods. 

Ethylene  glycol. 

Glycerol. 

Mannitol. 

a-Methyl  glucoslde. 

Pentaerythrltol. 

Propylene  glycol. 

Sorbitol. 

Trimethylol  ethane. 

Trimethylol  propane. 

(d)  Monohydric  alcohols: 

Otyl  alcohol. 

Decyl  alcc^ol. 

Lauryl  alcohol. 

Myrlstyl  alcohol. 

Octyl  alcohol. 

Stearyl  alcohol. 

(viii)  Epoxy  resins,  catalysts,  and  ad¬ 
juncts: 

(a)  Epoxy  resins,  as  the  basic  poly¬ 
mer: 


( Alkoxy  0„-0„)  -a.3-epoxypropane.  In . 
which  the  alkyl  groups  are  even  numbered 
and  consist  of  a  maximum  of  1  percent  C,e 
carbon  atoms  and  a  minimum  of  48  percent 
C„  carbon  atoms  and  a  minimum  of  18  per¬ 
cent  C,4  carbon  atoms,  for  use  only  In  coat¬ 
ings  that  are  Intended  for  contact  with  dry 
bulk  foods  at  room  temperature. 
4.4'-sec-Butylldenedlphenol-eplchlorohydrln. 
4,4'-sec-Butylldenedlphenol-  eplchlorohydrln 
reacted  with  one  or  more  of  the  drying  oUs 
or  fatty  acids  listed  In  paragraph  (b)  (3) 
(1)  of  this  section. 

4,4'-sec-Betylldenediphonel  -  eplchlorohydrln 
chemically  treated  with  one  or  more  of 
the  following  substances: 

Allyl  ether  of  mono-,  dl-,  or  trimethylol 
phenol. 

4,4'-sec-Butylldenediphenol-formaldehyde. 

4.4'-Isopropylldenedlphenol-formaldebyde. 

Melamine-formaldehyde. 

Phenol-formaldehyde. 

Urea-formaldehyde. 

Epoxldlzed  polybutadiene. 

Glycldyl  ethers  formed  by  reacting  phenol- 
novolak  resins  within  eplchlorohydrln. 
4,4'-Isopropylldenedlphenol-eplchlorohydrln. 
4,4'-Isopropylldenedlphenol -eplchlorohydrln 
react^  with  one  or  mcn-e  of  the  drying  oils 
or  fatty  acids  listed  In  paragraph  (b)  (3)  (1) 
of  this  section. 

4,4'-Isopropylldenediphonel  -  eplchlorohydrln 
chemically  treated  with  one  or  more  of 
the  following  substances: 

Allyl  ether  of  mono-,  dl-,  or  trlmethyol 
phenol. 

4,4'-sec-ButyIldenedlphenol -formaldehyde. 
4.4'-Isopropylldenedlphenol-formaldehyde. 
Melamine- formaldehyde. 
Phenol-formaldehyde. 

Urea-formaldehyde. 

(b)  Catalysts  and  cross-linking  agents 
for  epoxy  resins : 

Cyanoguanldlne. 

Dlbutyl  phthalate,  for  use  only  In  coatings 
for  containers  having  a  capacity  of  1,000 
gallons  or  more  when  such  containers  are 
Intended  for  repeated  use  In  contact  with 
alcoholic  beverages  containing  up  to  8  per¬ 
cent  of  alcohol  by  volume. 
Dlethylenetiiamlne. 

Dlphenylamlne. 

Ethylenedlamlne. 

Isophthalyl  dlhydrazlde  for  use  only  in  coat¬ 
ings  subject  to  the  provisions  of  paragraph 

(c)  (3)  or  (4)  of  this  section. 
4,4'-Metbylenedlanlllne.  for  use  only  In  coat¬ 
ings  for  containers  having  a  capacity  of 
1,000  gallons  or  more  when  such  contain¬ 
ers  are  Intended  for  repeated  use  In  contact 
with  alcoholic  beverages  containing  up  to 
8  percent  of  alcohol  by  volume. 

N-01eyl-1.3-propanedlamlne  with  not  more 
than  10  percent  by  weight  of  dlethylami- 
noetnanol. 

Polyamlne  produced  when  1  mole  of  the 
chlorohydrln  dlether  of  polyethylene  gly¬ 
col  400  Is  made  to  react  under  dehydro- 
halogenatlng  conditions  with  3  moles  of 
N.-octadecyltrlmethylenedlamlne  for  use 
only  In  coatings  that  are  subject  to  the 
provisions  of  paragraph  (c)  (3)  or  (4)  of 
this  section  and  that  contact  food  at  tem¬ 
peratures  not  to  exceed  room  temperature. 
Salicylic  acid,  for  use  only  In  coatings  for 
containers  having  a  capacity  of  1,000  gal¬ 
lons  or  more  when  such  containers  are 
Intended  for  repeated  use  in  contact  with 
alcoholic  beverages  containing  up  to  8  per¬ 
cent  of  alcohol  by  volume. 

Stannous  2-ethylhexanoate  for  use  only  as 
a  catalyst  at  a  level  not  to  exceed  1  per¬ 
cent  by  weight  of  the  resin  used  In  coat¬ 
ings  that  are  Intended  for  contact  with 
food  under  conditions  of  use  D.  E,  P,  and 
G  described  In  table  2  of  paragraph  (d)  of 
this  section. 
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styrene  oxide,  for  use  only  In  coatings  for 
containers  having  a  capacity  of  1,000  gal¬ 
lons  or  more  when  such  containers  are  In¬ 
tended  for  repeated  use  In  contact  with 
alcoholic  beverages  containing  up  to  8  per¬ 
cent  of  alcohol  by  volume. 
Tetraethylenepentamlne. 
Tetraethylenepentamlne  reacted  with  equi¬ 
molar  quantities  of  fatty  acids. 
Trl(dlmethylamlnomethyl)  phenol  and  Its 
salts  prepared  from  the  fatty  acid  moieties 
of  the  salts  listed  In  paragraph  (b)(3) 
(xxll)  (b)  of  this  section,  for  use  only  In 
coatings  subject  to  the  provisions  of  para¬ 
graph  (c)  (3)  or  (4)  of  this  section. 
Tiiethylenetetramine. 

Trlmellltlc  anhydride  for  use  only  as  a  cross- 
linking  agent  at  a  level  not  to  exceed  15 
percent  by  weight  of  the  resin  Intended 
for  use  only  In  contact  with  food  under 
conditions  of  use  D,  E,  P,  and  O  described 
In  table  2  of  paragraph  (d)  of  this  section. 

(c)  Adjuncts  for  epoxy  resins: 

Aluminum  butylate. 

Polyamides  from  dimerized  vegetable  oils 
and  the  amine  catalysts  listed  in  paragraph 
(b)  (3)  (vlll)  (b)  of  this  section,  as  the  basic 
polymer. 

(ix)  Coumarone-indene  resin,  as  the 
basic  polymer, 

(X)  Petroleum  hydrocarbon  resin 
(cyclopentadiene  type),  as  the  basic 
polymer. 

(xi)  Terpene  resins,  as  the  basic  poly¬ 
mer,  from  one  or  more  of  the  following: 

Dlpentene. 

o-Plnene. 

8-Plnene. 

(xii)  Urea-formaldehyde,  as  the  basic 
poisoner: 

Urea-formaldehyde. 

Urea-formaldehyde  chemically  modified  with 
methyl,  ethyl,  butyl,  propyl.  Isopropyl,  or 
Isobutyl  alcohol. 

Urea-formaldehyde  chemically  modified  with 
one  or  more  of  the  amine  catalysts  listed  In 
paragraph  (b)  (3)  (xlll)  (b)  of  this  section. 

(xiii)  Triazine-formaldehyde  resins,  as 
the  basic  polymer: 

Benzoguanamine-formaldehyde. 
Melamine-formaldehyde. 
Melamine-formaldehyde  chemically  modified 
with  one  or  more  of  the  following  amine 
catalysts : 

Amine  catalysts  listed  In  paragnqjh  (b)  (3) 
(vlll)  (b)  of  this  section. 
Dlmethylamine-2-methyl-l  -propanol . 
Methylpropanolamine. 

Triethanolamine. 

Melamine-formaldehyde  cdiemlcally  modified 
with  methyl,  ethyl,  propyl.  Isopropyl,  butyl, 
or  Isobutyl  alcc^ol. 

(xiv)  Modifiers  (for  oils  and  alkyds, 
including  polyesters) ,  as  the  basic  poly¬ 
mer: 

Butyl  methacrylate. 

Cyclopentadiene. 

Methyl,  ethyl,  butyl,  or  octyl  esters  of  acrylic 
acid. 

Methyl  methacrylate. 

Styrene. 

Vinyl  toluene. 

(kv)  Vinyl  resinous  substance,  as  the 
basic  poljuners: 

Polsrvlnyl  acetate. 

Polyvinyl  alcohol. 

Polyvinyl  butyral. 

Polyvinyl  chloride. 

Polyvinyl  formal. 


Polyvinylidene  chloride. 

Polyvinyl  pyrrolidone. 

Polyvinyl  stearate.- 

Vinyl  chlorlde-acetate-2,3-epoxypropyl  meth¬ 
acrylate  copolymers  containing  not  more 
than  10  weight  percent  of  total  polymer 
units  derived  from  2.3-epoxj’propyl  meth¬ 
acrylate  and  not  more  than  0.1  weight 
percent  of  unreacted  2,3-epoxypropyl 
methacrylate  monomer  for  use  in  coat¬ 
ings  for  containers. 

Vinyl  chloride-acetate,  hydroxyl-modified 
copolymer. 

Vinyl  chloride-acetate,  hydroxyl-modified 
copolymer,  reacted  with  trlmellltlc  anhy¬ 
dride. 

Vinyl  chloride  copolymerized  with  acryl¬ 
amide  and  ethylene  In  such  a  manner  that 
the  finished  copolymers  have  a  minimum 
weight  average  molecular  weight  of  30,000 
and  contain  not  more  than  3.5  weight  per¬ 
cent  of  total  polymer  units  derived  from 
acrylamide;  the  acrylamide  portion  may  or 
may  not  be  subsequently  partially  hydro¬ 
lyzed. 

Vinyl  chloride  copolymerized  with  one  or 
more  of  the  following  substances: 
Acrylonitrile. 

Fumarlc  acid  and/or  its  methyl,  ethyl, 
propyl,  butyl,  amyl,  hexyl,  heptyl,  or 
octyl  esters. 

Maleic  acid  and/or  Its  methyl,  ethyl, 
propyl,  butyl,  amyl,  hexyl,  heptyl,  or 
octyl  esters. 

5-Norbornene-2,3-dlcarboxyllc  acid,  mono- 
n-butyl  ester;  for  use  such  that  the  fin¬ 
ished  vinyl  chloride  copol}rmers  contain 
not  more  than  4  weight  percent  of  total 
polymer  units  derived  from  this  co¬ 
monomer. 

Vinyl  acetate. 

Vlnylldene  chloride. 

Vinyl  chlorlde-vinylidene  chloride-2, 3- 
epoxypropyl  methacrylate  copolymers  con¬ 
taining  not  more  than  10  weight  percent 
of  total  polymer  units  derived  from  2,3- 
epoxypropyl  methacrylate  and  not  more 
than  0.05  weight  percent  of  unreacted  2,3- 
epoxypropyl  methacrylate  monomer  based 
on  polymer  solids  for  use  only  In  coatings 
for  containers  Intended  for  contact  with 
foods  under  conditions  B,  C,  D,  E,  F,  O,  or 
H  described  In  Table  2  of  paragraph  (d)  of 
this  section. 

(xvi)  Cellulosics,  as  the  basic  poly¬ 
mer: 

Carboxymethylcellulose. 

Cellulose  acetate. 

Cellulose  acetate-butyrate. 

Cellulose  acetate-propionate. 

Ethylcellulose. 

Ethyl  hydroxyethylcellulose. 

Hydroxyethylcellulose. 

Hydroxyoropyl  methylcellulose. 

Methylcellulose. 

Nitrocellulose. 

(xvii)  Styrene^  polymers,  as  the  basic 
polymer: 

Polystyrene. 

o-Methyl  styrene  polymer. 

Styrene  copolymerized  with  one  or  more  of 
the  following: 

Acrylonitrile. 

a-Methylstyrene. 

(xviii)  Polyethylene  and  its  copoly¬ 
mers  as  the  basic  polymer: 

Ethylene-ethyl  acrylate  copolymer. 

Ethylene-isobutyl  acrylate  copolymers  con¬ 
taining  no  more  than  35  weight  percent  of 
total  polymer  units  derived  from  Isobutyi 
acrylate. 

Ethylene-vinyl  acetate  copolymer. 

Polyethylene. 


(xix)  Polypropylene  as  the  basic  poly¬ 
mer: 

Polypropylene. 

Maleic  anhydride  adduct  of  polypropylene 
The  polypropylene  used  in  the  manufac¬ 
ture  of  the  adduct  complies  with  {177.1520 
(c).  Item  1.1;  and  the  adduct  has  a  maxi¬ 
mum  combined  maleic  anhydride  content 
of  0.8  percent  and  a  minimum  Intrinsic 
viscosity  of  0.9,  determined  at  135°  C  on 
a  0.1  percent  solution  of  the  modified 
polypropylene  in  decahydronaphthalene  as 
determined  by  a  method  available  on  re¬ 
quest  from  the  Commissioner  of  Food 
and  Drugs. 

(XX)  Acrylics  and  their  copolymers, 
as  the  basic  polymer: 

Acrylamide  with  ethylacrylate  and/or  sty¬ 
rene  and/or  methacrylic  acid,  subsequently 
reacted  with  formaldehyde  and  butanol. 
Acrylic  acid  and  the  following  esters  thereof : 
Ethyl. 

Methyl. 

Butyl  acrylate-styrene-methacryllc  acld- 
hydroxyethyl  methacrylate  copolymers 
containing  no  more  than  20  weight  percent 
of  total  polymer  units  derived  from  meth¬ 
acrylic  acid  and  containing  no  more  than 

7  weight  percent'  of  total  polymer  units 
derived  from  hydroxyethyl  methacrylate; 
for  use  only  In  coatings  that  are  applied  by 
electrodeposition  to  metal  substrates. 

Butyl  acrylate-styrene-methacryllc  acld- 
hydroxypropyl  methacrylate  copolymers 
containing  no  more  than  20  weight  percent 
of  total  polymer  units  derived  from 
methacrylic  acid  and  containing  no  more 
than  7  weight  percent  of  total  polymer 
units  derived  from  hydroxypropyl  meth¬ 
acrylate;  for  use  only  In  coatings  that  are 
applied  by  electrodeposition  to  metal  sub¬ 
strates  and  that  are  intended  for  contact, 
under  condition  of  use  D,  E,  F,  or  O  de¬ 
scribed  in  table  2  of  paragraph  (d)  of  this 
section,  with  food  containing  no  more  than 

8  percent  of  alcohol. 

Ethyl  acrylate-styrene-methacryllc  acid  co- 
poylmers  fcM-  use  only  as  modifiers  for 
epoxy  resins  listed  in  paragraph  (b)  (3) 
(vlll)  (a)  of  this  section. 

Ethyl  acrylate-methyl  methacrylate-stirrene- 
methacryllc  acid  copolymers  for  use  only 
as  modifiers  for  epoxy  resins  listed  in  para¬ 
graph  (b)  (3)  (vlll)  (a)  of  this  section. 
2-Ethylhexyl  acrylate-methyl  methacrylate- 
acrylic  acid  copolymers  for  use  only  as 
modifiers  for  epoxy  resins  listed  In  para¬ 
graph  (b)  (3)  (vlll)  of  this  section. 
Methacrylic  acid  and  the  following  esters 
thereof: 

Butyl. 

Ethyl. 

Methyl. 

Methacrylic  acid  or  Its  ethyl  and  methyl 
esters  copolymerized  with  one  or  more  of  * 
the  following : 

Acrylic  acid. 

Ethyl  acrylate. 

Methyl  acrylate. 

(xxi)  Elastomers,  as  the  basic  polymer: 

Butadiene-acrylonitrile  copolymer. 
Butadlene-acrylonltrile-styrene  copolymer. 
Butadiene-styrene  copolymer. 

Butyl  rubber. 

Chlorinated  rubber. 

2-Chloro- 1.3-butadiene  (neoprene). 

Natural  rubber  (natural  latex  or  natural 
latex  solids,  smoked  or  unsmoked) . 
Polyisobutylene. 

Rubber  hydrochloride. 

Styrene-Isobutylene  copolymer. 

(xxii)  Driers  made  by  reaction  of  a 
metal  from  paragraph  (b)  (3)  (xxii)  (a) 
of  this  section  with  acid,  to  form  the  salt 
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listed  in  paragraph  (b)  (3)  (xxii)  (b)  of 
this  section: 

(a)  Metals: 

Aluminum. 

Calcium. 

Cerium. 

Cobalt. 

Iron. 

Lithium. 

Magnesium. 

Manganese. 

Zinc. 

Zirconium. 

(b)  Salts: 

Caprate. 

Caprylate. 

Isodecanoate. 

Linoleate. 

Naphthenate. 

Neodecanoate. 

Octoate 

(2-ethylhexoate) . 

Oleate. 

Palmltate. 

Reslnate. 

Rlclnoleate. 

Soyate. 

Stearate. 

Tallate. 

(xxiii)  Waxes: 

Paraffin,  Type  I. 

Paraffin,  Type  11. 

Polyethylene. 

Sperm  oil. 

Spermaceti. 

(xxiv)  Plasticizers: 

Acetyl  trlbutyl  citrate. 

Acetyl  trlethyl  citrate. 

Butyl  phthalyl  butyl  glycolate. 

Butyl  stearate. 

P'tert-Butyl  phenyl  salicylate. 

Dlbutyl  sebacate. 

Diethyl  phthalate. 

Dllsobutyl  adipate. 

Dllsooctyl  phthalate. 

Epoxldlzed  soybean  oil  (Iodine  number  maxi¬ 
mum  14;  oxlrane  oxygen  content  6%  mini¬ 
mum)  .  as  the  basic  polymer. 

Ethyl  phthalyl  ethyl  glycolate. 

3-Ethylhexyl  diphenyl  phosphate. 
dl-2-Ethylhexyl  phthalate. 

Glycerol. 

Glyceryl  monooleate. 

Glyceryl  triacetate. 

Monoisopropyl  citrate. 

Propylene  glycol. 

Sorbitol. 

Mono-,  dl-,  and  trlstearyl  citrate. 

Trlethyl  citrate. 

Triethylene  glycol. 

3(2-Xenoxyl)  -1,2-epoxypropane. 

(xzv)  Release  agents,  as  the  basic  pol¬ 
ymer,  when  applicable: 

N,lV'-Dlstearoyl  ethylenedlamlne. 

Llnolelc  acid  amide. 

Oleic  acid  amide. 

Palmitic  acid  amide. 

Petrolatum. 

Polyethylene  wax. 

Polyoxyethylene  glycol  monooleate  (mol.  wt. 
of  the  polyoxyethylene  glycol  moiety  great¬ 
er  than  300). 

Polytetrafluoroethylene. 

Silicones  (not  less  than  300  centlstokes  vis¬ 
cosity)  :  Dlmethylpolyslloxanes  and/or 
methylphenylpolyslloxanes.  The  methyl- 
phenylpolyslloxanes  contain  not  more  than 
2.0  percent  by  weight  of  cycloslloxanes 
having  up  to  and  Including  4  slloxy  units. 
Silicones  (not  less  than  100  centlstokes  vis¬ 
cosity)  :  Dlmethylpolyslloxanes  and/or 
methylphenylpolyslloxanes  limited  to  use 


only  on  metal  substrates.  The  methyl¬ 
phenylpolyslloxanes  contain  not  more  than 
2.0  percent  by  weight  of  cycloslloxanes 
having  up  to  and  Including  4  slloxy  units. 

(xxvi)  Pigments  and  colorants: 

Aluminum. 

Aluminum  hydrate. 

Aluminum  and  potassium  silicate  (mica) . 
Aluminum  mono-,  dl-,  tristearate. 

Aluminum  silicate  (China  clay). 

Barium  sulfate. 

Bentonite. 

Bentonite,  modified  with  dimethyl  dloctade- 
cyl  ammonium  Ion. 

Burnt  umber. 

Calcium  carbonate. 

Calcium  silicate. 

Calcium  sulfate. 

Carbon  black  (channel  process). 

Cobalt  oxlde-alumlnum  oxide. 

Dlatomaceous  earth. 

Iron  oxides. 

Magnesium  oxide. 

Magnesium  silicate  (talc). 

Phthalocyanine  blue  (C.I.  pigment  blue  16. 

C.I.  No.  74160). 

Raw  sienna. 

Silica. 

Tartrazlne  lake  (certified  FD&C  Yellow  No.  6 
only) . 

Titanium  dioxide. 

Titanium  dloxlde-barlum  sulfate. 

Titanium  dloxlde-raagneslum  silicate. 

Zinc  carbonate. 

Zinc  oxide. 

(xxvii)  Surface  lubricants: 

Cottonseed  oil  and  other  edible  oils. 

Dlbutyl  sebacate. 

Dloctyl  sebacate. 

Glyceryl  monostearate. 

Lanolin. 

Mineral  oil,  white. 

Palm  oil. 

Paraffin,  Type  I. 

Paraffin,  Type  n. 

Petrolatum. 

Stearic  acid. 

(xxviii)  Silicones  and  their  curing  cat¬ 
alysts: 

(a)  Silicones  as  the  basic  polymer: 

Slloxane  resins  originating  from  methyl 
hydrogen  polyslloxane,  dimethyl  polyslloxane, 
and  methylphenyl  polyslloxane. 

(b)  Curing  (cross-linking)  catalysts 
for  silicones  (the  maximum  amount  of 
tin  catalyst  used  shall  be  that  required  to 
effect  (^timum  cure  but  shall  not  exceed 
1  part  of  tin  per  100  parts  of  siloxane 
resins  solids) : 

Dlbutyltln  dllaurate. 

Stannous  oleate. 

Tetrabutyl  tltanate. 

(xxix)  Surface  active  agents: 

Poly  (2-(dlethylamlno)  ethyl  metharylate) 
phosphate  (minimum  Intrinsic  viscosity  In 
water  at  26*  C  Is  not  less  than  9.0  deciliters 
per  gram  as  determined  by  A8TM  Method 
D  1243-60),  for  use  only  as  a  suq;>endlng 
agent  In  the  manufacture  of  vinyl  chloride 
copolymers  and  limited  to  use  at  levels  not 
to  exceed  0.1  percent  by  weight  of  the 
oopolymns. 

Sodium  dloctyl  sulfosuoclnate. 

Sodium  dodecyl  benzenesullonate. 

Sodium  lauryl  sulfate.  ’ 

(XXX)  Antioxidants: 

Butylated  hydroxyanlsde. 

Butylated  hydroxytoluene. 

Gum  guaiac. 


Dllauryl  thlodlproplonate. 
Nordlhydrogualaretlc  acid. 

Propyl  gallate. 

Dlstearyl  thlodlproplonate. 

Thlodlpn^lonlc  acid. 
3,4,5-Tnhydroxybutyrophenone. 

(xxxi)  Can  end  cements  (sealing  com¬ 
pounds  used  for  sealing  can  ends  only) : 
In  addition  to  the  substances  listed  in 
paragrai^  (b)  of  this  section  and  those 
listed  in  §  177.1210(b)  (5)  of  this  chapter, 
the  following  may  be  used: 

Butadlene-styrene-fumarlc  acid  copolymer. 
4,4'-Butylldenebls(6-ferf-butyl-m-cresol). 
Dlbenzamldo  phenyl  disulfide. 

Dl-6-naphthyl  phenylenedlamlne. 
Dlpentamethylene  thluram  tetrasulfide. 
Isobutylene-lsoprene-dlvlnylbenzene  copoly¬ 
mers  for  use  only  at  levels  not  to  exceed  16 
percent  by  weight  of  the  dry  cement  com¬ 
position. 

Naphthalene  sulfonic  acid-formaldehyde  con¬ 
densate,  sodium  salt,  for  use  only  at  levels 
not  to  exceed  0.6  percent  by  weight  of  the 
cement  solids  In  can  end  cements  for  con¬ 
tainers  having  a  capacity  of  not  less  than 
6  gallons. 

Sodium  derylbenzene  sulfoimte. 

Sodium  nitrite  for  use  only  at  levels  not  to 
exceed  0.3  percent  by  weight  of  the  cement 
solids  In  can  end  cements  for  containers 
having  a  capacity  of  not  less  than  6 
gallons. 

Sodium  pentachlorophenate  for  use  as  a  pre¬ 
servative  at  0.1  percent  by  weight  In  can¬ 
sealing  compounds  on  containers  having  a 
capacity  of  6  gallons  or  more. 

Sodium  phenylphenate. 

Tetrasodlum  EDTA  (tetrasodlum  ethylene- 
dlamlnetetraacetate) . 

Trl  (mixed  mono-  and  dlnonylphenyl)  phos¬ 
phite 

Zinc  dlbutyldlthlocarbamate. 

(xxxii)  Side  seam  cements:  In  addi¬ 
tion  to  the  substances  listed  in  paragraph 
(b)(3)(i)  to  (XXX),  inclusive,  of  this 
section,  the  following  may  be  used 

p-fert-Butyl  perbenzoate  as  a  catalyst  for 
epoxy  resin. 

ep«<2on-Caprolactam-(etbylene-etbyl  acry¬ 
late)  graft  polymer. 

Dlcumyl  peroxide  for  use  only  as  polymeriza¬ 
tion  catalyst. 

Dllsodecyl  phthalate  for  use  only  as  plasti¬ 
cizer  In  side  seam  cements  for  containers 
Intended  for  use  In  contact  with  food  only 
of  the  types  Identified  In  paragraph  (d) 
of  this  section,  table  1,  under  categories  I, 
n,  and  VI. 

Ethyl  toluene  sulfonamide. 

Polyamides  derived  from  the  following  acids 

and  amines: 

Acids: 

Adipic. 

Azelalc. 

Sebaclc. 

Vegetable  oil  acids  (with  or  without  di¬ 
merization). 

Amines: 

Dlethy  lenetrlaml  ne . 

Dlphenylamlne. 

Ethylenedlamlne. 

Hexamethylenedlamlne. 

Tetraethylenepentamlne. 

TTlethylenetetramlne. 

Sodlvun  pentachl(Mrophenate  for  use  as  a  pre- 
servaUve  at  0.1  percent  by  weight  In  can- 
sealing  compounds  on  containers  having  a 
capacity  of  6  gallons  or  more. 

Toluene  sulfonamide  formaldehyde  resin 
(basic  polymer). 

Triethylene  glycol  methacrylate  for  use  only 
as  p<dymerlzatlon  cross-linking  agent  In 
side  seam  cements  for  containers  Intended 
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for  use  In  contact  with  food  only  of  the 
types  Identified  In  paragraph  (d)  of  this 
section,  table  1,  under  categories  I.  II, 
and  VI. 

Urea. 

(xxxlU)  Miscellaneous  materials: 

Anunonlum  citrate. 

Ammonium  potassium  phosphate. 

Calcium  acetate. 

Cedclum  ethyl  acetoacetate. 

Calcium  glycerophosphate. 

Calcium,  sodium,  and  potassium  oleates. 
Calcium,  sodium,  and  potassium  rlclnoleates. 
Calcium,  sodium,  and  potassium  stearates. 
Castor  oU,  hydrogenated. 

Cetyl  alcohol. 

Cyclohexanone-formaldehyde  resin  produced 
when  1  mole  of  cyclohexanone  is  made  to 
react  with  1.65  moles  of  formaldehyde  such 
that  the  finished  resin  has  an  average 
molecular  weight  of  600-610  as  determined 
by  ASTM  Method  D2503.  For  use  only  In 
contact  with  nonalcoholic  and  nonfatty 
foods  under  conditions  of  use  E.  P,  and 
G.  described  In  table  2  of  paragraph  (d) 
of  this  section. 

Decyl  alcohol. 

Dlsodlum  hydrogen  phosphate. 

Ethyl  acetoacetate. 

Lauryl  alcohol. 

Lecithin. 

Magnesium,  sodium,  and  potassium  citrate. 
Magnesium  glycerophosphate. 

Magnesium  stearate. 

Mono-,  dl-,  and  trlcalclum  phosphate. 
Monodlbutylamlne  pyrophosphate  as  se- 
questrant  for  Iron. 

Mono-,  di-,  and  trimagnesium  phosphate. 
Myrlstyl  alcohol. 

Octyl  alcohol. 

Phosphoric  acid. 

Polybutene,  hydrogenated;  complying  with 
the  Identity  and  limitations  prescribed  by 
§  178.3740  of  this  chapter. 

Poly  (ethylene  ojclde). 

Sodium  pyrophosphate. 

Stannous  chloride. 

Stannous  stearate. 

Stannous  sulfate. 

Stearyl  alcohol. 

Tetrasodlum  pyrophosphate. 

Tiidecyl  alcohol  produced  from  tetrapropy- 
lene  by  the  oxo  process,  for  use  only  as  a 
processing  aid  In  pol3rvlnyl  chloride  resins. 
Vinyl  acetate-dlbutyl  maleate  copolymers 
produced  when  vinyl  acetate  and  dlbutyl 
maleate  are  copolymerized  with  or  without 
one  of  the  monomers:  Acrylic  acid  or 
glycldyl  methacrylate.  For  use  only  In 
coatings  for  metal  foil  used  In  contact 
with  foods  that  are  dry  solids  with  the 
surface  containing  no  free  fat  or  oil.  The 
finished  copolymers  shall  contain  at  least 
50  weight-percent  of  polymer  units  de¬ 
rived  from  vinyl  acetate  and  shall  contain 
no  more  than  5  weight-percent  of  total 
polymer  units  derived  from  acrylic  acid 
<»*  glycldyl  methacrylate. 

(xxxiv)  Polyamide  resins  derived  from 
dimerized  vegetable  oil  acids  (contain¬ 
ing  not  more  than  20  percent  of  mon¬ 
omer  acids)  and  ethylenediamine,  as 
the  basic  resin,  for  use  only  in  coatings 
that  contact  food  at  temperatures  not 
to  exceed  room  temperature. 

(XXXV)  Polyamide  resins  having  a 
maximum  acid  value  of  5  and  a  maxi¬ 
mum  amine  value  of  8.5  derived  from 
dimerized  vegetable  oil  acids  (contain¬ 
ing  not  more  than  10  percent  of  mono¬ 
mer  acids) ,  ethylenediamine,  and  4,4-bis 
(4-hydroxyphenyl)pentanoic  acid  (in  an 
amount  not  to  exceed  10  percent  by 
weight  of  said  polyamide  resins) ;  as  the 
basic  resin,  for  use  only  in  coatings  that 
contact  food  at  temperatures  not  to 
exceed  room  temperature  provided  that 
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the  concentration  of  the  polyamide 
resins  in  the  finished  food-contact  coat¬ 
ing  does  not  exceed  5  milligrams  per 
square  inch  of  food-contact  surface. 

(xxxvi)  .  Methacrylonitrile  grafted 
polybutadiene  copolirmers  containing  no 
more  than  41  weight  percent  of  total 
polymer  units  derived  from  methacry¬ 
lonitrile:  for  use  only  in  coatings  that 
are  intended  for  contact,  under  condi¬ 
tions  of  use  D,  E,  P,  or  G  described  in 
Table  2  of  paragraph  (d)  of  this  section, 
with  food  containing  no  more  than  8  per¬ 
cent  of  alcohol. 

(c)  The  coating  in  the  finished  form 
in  which  it  is  to  contact  food,  when  ex¬ 
tracted  with  the  solvent  or  solvents  char¬ 
acterizing  the  type  of  food,  and  under 
conditions  of  time  and  temperature 
characterizing  the  conditions  of  its  in¬ 
tended  use  as  determined  from  Tables  1 
and  2  of  paragraph  (d)  of  this  section, 
shall  yield  chloroform-soluble  extrac¬ 
tives,  corrected  for  zinc  extractives  as 
zinc,  oleate,  not  to  exceed  the  following: 

(1)  From  a  coating  intended  for  or 
employed  ks  a  component  of  a  container 
not  to  exceed  1  gallon  and  intended  for 
one-time  use,  not  to  exceed  0.5  milligram 
per  square  inch  nor  to  exceed  that 
amount  as  milligrams  per  square  inch 
that  'would  equal  0.005  percent  of  the 
water  capacity  of  the  container,  in  milli¬ 
grams,  divided  by  the  area  of  the  food- 
contact  surface  of  the  container  in 
square  inches.  Prom  a  fabricated  con¬ 
tainer  conforming  with  the  description 
in  this  paragraph  (c)  (1) ,  the  extractives 
shall  not  exceed  0.5  milligram  per 
square  inch  of  food -contact  surface  nor 
exceed  50  parts  per  million  of  the  water 
capacity  of  the  container  as  determined 
by  the  methods  provided  in  paragraph 
(e)  of  this  section. 


(2)  Prom  a  coating  intended  for  or 
employed  as  a  component  of  a  container 
having  a  capacity  in  excess  of  1  gallon 
and  intended  for  one-time  use.  not  to 
exceed  1.8  milligrams  per  square  inch 
nor  to  exceed  that  amount  as  milligrams 
per  square  inch  that  would  equal  0.005 
percent  of  the  water  capacity  of  the  con¬ 
tainer  in  milligrams,  divided  by  the  area 
of  the  food-contact  surface  of  the  con¬ 
tainer  in  square  inches. 

(3)  From  a  coating  intended  for  or 
employed  as  a  component  of  a  container 
for  repeated  use,  not  to  exceed  18  milli¬ 
grams  per  square  inch  nor  to  exceed  that 
amount  as  milligrams  per  square  inch 
that  would  equal  0.005  percent  of  the 
water  capacity  of  the  container  in  milli¬ 
grams,  divided  by  the  area  of  the  food- 
contact  surface  of  the  container  in 
square  inches. 

(4)  From  coating  intended  for  re¬ 
peated  use,  and  employed  other  than  as 
a  component  of  a  container,  not  to  exceed 
18  milligrams  per  square  inch  of  coated 
surface. 

(d)  Tables: 

Table  1. — Types  of  food 


I.  Nonacid  (pH  above  5.0),  aqueous  products:  may 
contain  salt  or  sugar  or  both,  and  including  oil- 
in-water  emulsions  o(  low-  or  high-fat  content. 

II.  Acidic  (pn  .S.Oor  below),  aqueous  products;  may 
contain  salt  or  sugar  or  both,  and  including  oil- 
in-water  emulsions  of  low-  or  high-fat  content. 

III.  Aqueous,  acid  or  nonacid  products  containing 

free  oil  or  fat;  may  contain  salt,  and  including 
water-in-oil  emulsions  of  low  or  high  fat  conten  t. 

IV.  Dairy  products  and  modiheat  ions; 

A.  Water -in-oil  emulsion,  high  or  low  fat. 

B.  Oil-in-water  emulsion,  high  or  low  fat. 

V.  Low  moisture  fats  and  oils. 

VI.  Beverages: 

A.  Containing  alcohol. 

B.  Nonalcoholic. 

VIT.  Bakery  products. 

VIII.  Dry  solids  (no  end  test  required). 


Table  2. — Test  procedures  for  determining  the.  amount  of  extractives  from  resinous  or 
polymeric  coatings,  using  solvents  simulating  types  of  foods  and  beverages 


Extractant 


Condition  of  use  Types  of  food  Water  Heptane  >*  8  pd  alcohol 

(see  table  1)  (time  and  (time  and  (time  and 

temperature)  temperaiuie)  temperature) 


A.  High  temperature  heat-sterilired 
(e.g.,  over  212®  F). 


B.  Bolling  water  sterilized. 


|I,  rV-B . 250®  F,  2  hr . 

HI,  IV-A,  Vri . do . 1.50®  F,  2  hr. 

jn . 212®  K.  30  min . . 


C.  Hot  filled  or  pasteurized  above 
150®  F. 


III.  VH . do . 120®  F,  30  min., 

II,  rV-B . Fill  boiling,  cool . 

to  100®  F. 

HI,  IV-A . do . 120®  F.,  15  min. 


D.  Hot  filled  or  pasteurized  below 

150®  F. 

E.  Room  temperature  filled  and 

stored  (no  thermal  treatment  in 
the  container). 

(II.  rV-B,  VT-B . 

Ill,  IV-A . 

V . 

VIA . 

(I.  II.  IV-B,  VT-B.. 

III.  IV-A . 

V,  VII . 

VT-A . 

150®  F,  2  hr _ 

. do . 

120®  F,  24hr... 
. do . 

...  100®  F.  ;i0rain.., 
. do . 

70®  F,  30  min _ 

. do . 

I  150®  F,  2  hr. 

I  120®  F,  24  hr. 

F.  Refrigerated  stmage  (no  thermal 
treatment  in  the  container). 

I,  II.  HI.  IV-A. 

IV-B,  VT-B,  VII. 
VI-A . 

70®  F.  48  hr _ 

..  7()®  F,  48  hr. 

G.  Frozen  storage  (no  thermal  treat-  I,  II,  III,  IV'-B,  VII.  70°  F,  24  hr . . . . 

ment  in  the  container). 

H.  Frozen  storage:  Eeady-prepared 

foods  intended  to  be  reheated  in 
container  at  time  of  use: 

1.  Aqueous  or  oil  in  water  1,  II,  IV-B . 212°  F,  30  min . 

emulsion  of  high  or  low 
fat. 

2.  Aqueous,  high  or  low  free  III,  IV-A,. VII . do.. . 120°  F,  30  min. 

oil  or  fat. 


>  Heptane  extractant  not  to  be  used  on  wax-lined  containers. 

•  Heptane  extractivily  results  must  be  divided  by  a  factor  of  five  in  arriving  at  the  extractivity  for  a  food  product. 
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(e)  Analytical  methods — (1)  Selec¬ 
tion  of  extractability  conditions.  First 
ascertain  the  type  of  food  product  (Ta¬ 
ble  1,  paragraph  (d)  of  this  secti(«i)  that 
is  being  packed  commercially  in  the  test 
container  and  the  normal  conditions  of 
thermal  treatment  used  in  packaging 
the  type  of  food  involved.  Using  Table  2 
(paragraph  (d)  of  this  section),  select 
the  food-stimulating  solvent  or  solvents 
(demineralized  distilled  water,  heptane, 
and/or  8  percent  ethyl  alcc^cd)  and 
the  time-temperature  exaggerations  of 
the  container-use  conditions.  Aqueous 
products  (types  I,  n,  IV-B,  and  VI-B) 
require  only  a  water-extractability  test 
at  the  traiperature  and  time  conditions 
shown  for  the  most  severe  “conditions 
of  use.”  Aqueous  products  with  free  oil 
or  fat  and  water-oil  emulsions  (types 
m,  rV-A,  and  VII)  will  require  deter¬ 
minations  of  both  water  extractability 
and  heptane  extractability.  Low-mois¬ 
ture  fats  and  oils  (type  V  with  no  free 
water)  require  only  the  heptane  extract- 
ability.  Alcoholic  beverages  (type  VI- 
A)  require  only  the  8  percent  alcohol 
extractant.  Having  selected  the  ap¬ 
propriate  extractant  or  extractants  sim¬ 
ulating  various  types  of  foods  and 
beverages  and  the  time-temperature  ex¬ 
aggerations  over  normal  use,  follow  the 
applicable  extraction  procedure.  Adapt 
the  procedure,  when  necessary,  for  con¬ 
tainers  having  a  capacity  of  over  1 
gallon. 

(2)  Selection  of  coated-container 
samples.  For  consumer-sized  contain¬ 
ers  up  to  1  gallon,  quadruplicate  samples 
of  representative  containers  (iising  for 
each  replicate  sample  the  number  of 
containers  nearest  to  an  area  of  180 
square  Inches)  should  be  selected  from 
the  lot  to  be  examined. 

(3)  Cleaning  procedure  preliminary 
to  determining  the  amount  of  extract- 
ables  from  coa’ed  containers.  Quadru¬ 
plicate  samples  of  representative  con¬ 
tainers  should  be  selected  from  the  lot 
to  be  examined  and  must  be  carefully 
rinsed  to  remove  extraneous  material 
prior  to  the  actual  extraction  procedure. 
Soda  fountain  pressure-type  hot  water 
rinsing  equipment,  consisting  in  its 
simplest  form  of  a  % -inch- >4 -inch  in¬ 
ternal  diameter  metal  tube  attached  to  a 
hot  water  line  and  bent  so  as  to  direct  a 
stream  of  water  upward,  may  be  used. 
Be  sure  hot  water  has  reached  a  tem¬ 
perature  of  190®  F-200®  F  before  start¬ 
ing  to  rinse  the  container.  Invert  the 
container  over  the  top  of  the  fountain 
and  direct  a  strong  stream  of  hot  water 
against  the  bottom  and  all  sides  for  1 
minute,  drain,  and  allow  to  dry. 

(4)  Exposure  conditions — (i)  Water 
(250“  F  for  2  hours),  simulating  high- 
temperature  heat  sterilization.  Pill  the 
container  within  V^-inch  of  the  top  with 
a  measured  volume  of  demineraliz^  dis¬ 
tilled  water.  Cover  the  container  with 
clean  aluminum  foil  and  place  the  con¬ 
tainer  on  a  rack  in  a  pressure  cooker. 
Add  a  small  amoimt  of  demineralized 
distilled  water  to  the  pressure  cooker, 
but  do  not  allow  the  water  to  touch  the 
bottom  of  the  container.  Close  the 
cooker  securely  and  start  to  heat  over  a 


suitable  burner.  When  a  steady  stream 
of  steam  emerges  from  the  vent,  close 
the  vent  and  allow  the  pressure  to  rise 
to  15  pounds  per  square  Inch  (250®  F) 
and  continue  to  maintain  this  pressure 
for  2  hours.  Slowly  release  the  pressing, 
open  the  pressure  cocker  when  the 
pressure  reads  zero,  and  composite  the 
water  of  each  replicate  immediately  in  a 
clean  Pyrex  flask  or  beaker.  Proceed 
with  the  determination  of  the  amount 
of  extractives  by  the  method  described 
in  paragraph  (e)  (5>  of  this  section. 

(ii)  Water  (212“  F  for  30  minutes), 
simulating  boiling  umter  sterilization. 
Pill  the  container  within  ^-Inch  of  the 
top  with  a  measured  volume  of  boiling, 
demineralized  distilled  water.  Cover  the 
container  with  clean  aluminum  foil  and 
place  the  container  on  a  rack  in  a 
pressure  cooker  in  which  a  small  amount 
of  demineralized  distilled  water  is  boil¬ 
ing.  Do  not  close  the  pressure  vent,  but 
operate  at  atmospheric  pressure  so  that 
there  is  a  continuous  escape  of  a  small 
amount  of  steam.  Continue  to  heat 
for  30  minutes,  then  remove  the  test  con¬ 
tainer  and  composite  the  contents  of 
each  replicate  immediately  in  a  clean 
Pyrex  flask  or  beaker.  Proceed  with  the 
determination  of  the  amount  of  ex¬ 
tractives  by  the  method  described  in 
paragraph  (e)(5)  of  this  section. 

(iii)  Water  (from  boiling  to  100“  F), 
simulating  hot  fill  or  pasteurization 
above  150“  F.  Fill  the  container  within 
*4 -inch  of  the  top  with  a  measured  vol¬ 
ume  of  boiling,  demineralized  distilled 
water.  Insert  a  thermometer  in  the 
water  and  allow  the  uncovered  container 
to  stand  in  a  room  at  70®  F-85®  P.  When 
the  temperature  reads  100°  P.  composite 
the  water  from  each  replicate  immedi¬ 
ately  in  a  clean  Pyrex  flask  or  beaker. 
Proceed  with  the  determination  of  the 
amount  of  extractives  by  the  method 
described  in  paragraph  (e)  (5)  of  this 
section. 

(iv)  Water  (150“  F  for  2  hours), 
simulating  hot  fill  or  pasteurization  be¬ 
low  150“  F.  Preheat  demineralized  dis¬ 
tilled  water  to  150®  P  in  a  clean  Pyrex 
flask.  Pill  the  container  within  ^4-inch 
of  the  top  with  a  measured  volume  of  the 
150°  P  water  and  cover  with  clean 
aluminum  foil.  Place  the  test  container 
in  an  oven  maintained  at  150°  F. 
After  2  hours,  remove  the  test  container 
from  the  oven  and  immediately  com¬ 
posite  the  water  of  each  replicate  In  a 
clean  Pyrex  flask  or  beaker.  Proceed 
with  the  determination  of  the  amount 
of  extractives  by  the  method  described 
in  paragraph  (e)(5)  of  this  section. 

(v)  Water  (120“  F  for  24  hours),  sim¬ 
ulating  room  temperature  filling  and 
storage.  Preheat  demlneraliz^  distiUed 
water  to  120°  F  in  a  clean  Pyrex  flask. 
Fill  the  container  within  ^-inch  of  the 
top  with  a  measured  volume  of  the  120® 
F  water  and  cover  with  clean  aluminum 
foil.  Place  the  test  container  in  an  incu¬ 
bator  or  oven  maintained  at  120®  F. 
After  24  hours,  remove  the  test  container 
from  the  incubator  and  immediately 
composite  the  water  of  each  replicate  in 
a  clean  Pyrex  flask  or  beaker.  Proceed 
with  the  determination  of  the  amoxint  of 


extractives  by  the  method  described  in 
paragrs^Jh  (e)  (5)  of  this  section. 

(vi)  Water  (70“  F  for  48  hours),  simu¬ 
lating  refrigerated  storage.  Bring  de- 
mineraliz^  distilled  water  to  70°  F  in  a 
clean  Pyrex  flask.  FlU  the  container 
within  y4-inch  of  the  top  with  a  meas¬ 
ured  volume  of  the  70®  P  water,  and 
cover  with  clean  aluminum  foil.  Place 
the  test  container  in  a  suitable  room 
maintained  at  70°  P.  After  48  hours,  im¬ 
mediately  composite  the  water  of  each 
replicate  in  a  clean  Pyrex  flask  or  beak¬ 
er.  Proceed  with  the  determination  of 
the  amoimt  of  extractives  by  the  method 
described  in  paragraph  (e)(5)  of  this 
section. 

(vii)  Water  (70“  F  for  24  hours) ,  sunu- 
lating  frozen  storage.  Bring  demineral¬ 
ized  distilled  water  to  70°  P  in  a  clean 
Pyrex  flask.  Pill  the  container  within 
Vi -inch  of  the  top  with  a  measured  vol¬ 
ume  of  the  70®  P  water  and  cover  with 
clean  aluminum  foil.  Place  the  container 
in  a  suitable  room  maintained  at  70®  P. 
After  24  hours,  immediately  composite 
the  water  of  each  replicate  in  a  clean 
Pyrex  flask  or  beaker.  Proceed  with  the 
determination  of  the  amount  of  extrac¬ 
tives  by  the  method  described  in  para¬ 
graph  (e)(5)  of  this  section. 

(viii)  Water  (212“  F  for  30  minutes), 
simulating  frozen  foods  reheated  in  the 
container.  Pill  the  container  to  within 
*/4-inch  of  the  top  with  a  measured  vol¬ 
ume  of  boiling,  demineralized  distilled 
water.  Cover  the  container  with  clean 
aluminum  foil  and  place  the  container 
on  a  rack  in  a  pressure  cooker  in  which 
a  small  amount  of  demineralized  distilled 
water  is  boiling.  Do  not  close  the  pres¬ 
sure  vent,  but  operate  at  atmospheric 
pressure  so  that  there  is  a  continuous 
escape  of  a  small  amount  of  steam.  Con¬ 
tinue  to  heat  for  30  minutes,  then  remove 
the  test  container  and  composite  the  con¬ 
tents  of  each  replicate  immediately  in  a 
clean  Pyrex  flask  or  beaker.  Proceed 
with  the  determination  of  the  amount 
of  extractives  by  the  method  described 
in  paragraph  (e)  (5)  of  this  section. 

(ix)  Heptane  (150“  F  for  2  hours) 
simulating  high-temperature  heat  steri¬ 
lization  for  fatty  foods  only.  Preheat  re¬ 
distilled  reagent-grade  heptane  (boiling 
point  208®  P)  carefully  in  a  clean  Pyrex 
flask  on  a  water  bath  or  nonsparking 
hot  plate  in  a  well-ventilated  hood  to 
150°  F.  At  the  same  time  preheat  a 
pressure  cooker  or  equivalent  to  150®  P 
in  an  incubator.  This  pressure  cooker  is 
to  serve  only  as  a  container  for  the  hep¬ 
tane-containing  test  package  inside  the 
incubator  in  order  to  minimize  the  dan¬ 
ger  of  explosion.  Fill  the  test  container 
within  V4-inch  of  the  top  with  a  meas¬ 
ured  volume  of  the  150®  F  heptane  and 
cover  with  clean  aluminum  foil.  Place 
the  test  container  in  the  preheated  pres- 
siu'e  cooker  and  then  put  the  assembly 
into  a  150*  F  incubator.  After  2  hours, 
remove  the  pressure  c(X)ker  from  the  in¬ 
cubator,  open  the  assembly,  and  immedi¬ 
ately  composite  Uie  heptane  of  each  rep¬ 
licate  in  a  clean  Pyrex  flask  or  beaker. 
Proceed  with  the  determination  of  the 
amount  of  extractives  by  the  method 
described  in  paragraph  (e)(5)  of  this 
section. 
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(x)  Heptane  (.120^  F  for  30  minutes), 
simulating  boiling  water  sterilization  of 
fatty  foods  only.  Preheat  redistilled  re- 
agent-grade  heptane  (boiling  point  208* 
F)  carefully  in  a  clean  Pyrex  flask  on  a 
water  bath  or  nonsparking  hot  plate  in  a 
weU-ventilated  hood  to  120*  F.  At  the 
same  time,  preheat  a  pressure  cooker 
or  equivalent  to  120*  F  in  an  incubator. 
This  pressure  cooker  is  to  serve  only  as 
a  vented  container  for  the  heptane- 
containing  test  package  inside  the  in¬ 
cubator  in  order  to  minimize  the  danger 
of  explosion.  Fill  the  test  container 
within  >4-inch  of  the  top  with  a  meas¬ 
ured  volume  of  the  120*  F  heptane  and 
cover  with  clean  aluminum  foil.  Place 
the  test  container  in  the  preheated  pres¬ 
sure  cooker  and  then  put  the  assembly 
into  a  120*  F  incubator.  After  30  min¬ 
utes,  remove  the  pressure  cooker  from 
tile  incubator,  open  the  assembly,  and 
immediately  composite  the  heptane  of 
each  replicate  in  a  clean  Pyrex  flask  or 
beaker.  Proceed  with  the  determination 
of  the  amount  of  extractives  by  the 
method  described  in  paragraph  (e)  (5) 
of  this  section. 

(xl)  Heptane  (.120°  F  for  15  minutes), 
simulating  hot  fill  or  pasteurization 
above  150’  F  for  fatty  foods  only.  Pre¬ 
heat  redistilled  reagent-grade  heptane 
(boiling  point  208*  F)  carefully  in  a 
clean  Pyrex  flask  on  a  water  bath  or 
nonsparking  hot  plate  in  a  well-ven- 
tilatM  hood  to  120"  F.  At  the  same  time, 
preheat  a  pressure  cooker  or  equivalent 
to  120*  F  in  an  incubator.  This  pressure 
cooker  is  to  serve  only  as  a  container  for 
the  heptane-containing  test  package  in¬ 
side  the  incubator  in  order  to  minimize 
the  danger  of  explosion.  Fill  the  test 
container  within  >4 -inch  of  the  top  with 
a  measured  volume  of  the  120*  F  hep¬ 
tane  and  cover  with  clean  aluminum  foil. 
Place  the  test  container  in  the  preheated 
pressure  cooker  and  then  put  the  assem¬ 
bly  into  a  120*  F  Incubator.  After  15 
minutes,  remove  the  pressure  cooker 
from  the  incubator,  open  the  assembly, 
and  immediately  composite  the  heptane 
of  each  replicate  in  a  clean  Pyrex  flask 
or  beaker.  Proceed  with  the  determina¬ 
tion  of  the  amount  of  extractives  by  the 
method  described  in  paragraph  (e)(5)  of 
this  section. 

(xii)  Heptane  (100*  F  for  30  minutes), 
simulating  hot  fill  or  pasteurization 
below  ISO’  F  for  fatty  foods  only.  Pre¬ 
heat  redistilled  reagent-grade  heptane 
(boiling  point  208*  F)  carefully  in  a 
clean  Pyrex  flask  on  a  water  bath  or 
nonsparking  hot  plate  in  a  well-venti¬ 
lated  hood  to  100*  F.  At  the  same  time, 
preheat  a  pressure  cooker  or  equivalent 
to  100*  F  in  an  incubator.  This  pressure 
cooker  is  to  serve  only  as  a  container 
for  the  heptane-containing  test  package 
inside  the  incubator  in  order  to  minimize 
the  danger  of  explosion.  Fill  the  test 
container  within  Vi -inch  of  the  top  with 
a  measured  volume  of  the  100*  F  heptane 
and  cover  with  clean  aluminum  foil. 
Place  the  test  container  in  the  preheated 
pressure  cooker  and  then  put  the  as¬ 
sembly  into  a  100*  F  Incubator.  After 
30  minutes,  remove  the  pressure  cooker 


from  the  incubator,  open  the  assembly 
uid  immediately  comix>site  the  heptane 
of  each  replicate  in  a  clean  Pyrex  flask 
or  beaker.  Proceed  with  the  determina¬ 
tion  of  the  amount  of  extractives  by  the 
method  described  in  paragraph  (e)  (5)  of 
this  section. 

(xiii)  Heptane  (70’  F  for  30  minutes), 
simulating  room  temperature  filling  and 
storage  of  fatty  foods  only.  Fill  the  test 
container  within  Vi -inch  of  the  top  with 
a  measured  volume  of  the  70*  F  heptane 
and  cover  with  clean  aluminum  foil. 
Place  the  test  container  in  a  suitable 
room  maintained  at  70*  F.  After  30  min¬ 
utes,  composite  the  heptane  of  each 
replicate  in  a  clean  Pyrex  flask  or  beaker. 
Proceed  with  the  determination  of  the 
amount  of  extractives  by  the  method 
described  in  paragraph  (e)  (5)  of  this 
section. 

(xiv)  Heptane  (120’  F  for  30  minutes), 
simulating  frozen  fatty  foods  reheated  in 
the  container.  Preheat  redistilled  rea¬ 
gent-grade  heptane  (boiling  point  208* 
F)  carefully  in  a  clean  Pyrex  flask  on  a 
water  bath  or  hot  plate  in  a  well-venti¬ 
lated  hood  to  120*  F.  At  the  same  time, 
preheat  a  pressure  cooker  to  120*  F  in  an 
incubator.  This  pressure  cooker  is  to 
serve  only  as  a  container  for  the  heptane- 
containing  test  package  inside  the  incu¬ 
bator  in  order  to  minimize  the  danger  of 
explosion.  Fill  the  test  container  within 
V4-inch  of  the  top  with  a  measured  vol¬ 
ume  of  the  120*  F  heptane  and  cover 
with  clean  aluminum  foil.  Place  the  test 
container  in  the  preheated  pressure 
cooker  and  then  put  the  assembly  into 
a  120*  F  incubator.  After  30  minutes, 
remove  the  pressure  cooker  from  the  in¬ 
cubator,  open  the  assembly  and  immedi¬ 
ately  composite  the  heptane  from  each 
replicate  into  a  clean  Pyrex  flask.  Pro¬ 
ceed  with  the  determination  of  the 
amount  of  extractives  by  the  method 
described  in  paragraph  (e)  (5)  of  this 
section. 

(XV)  Alcohol — 8  percent  (150°  F  for  2 
hours),  simulating  alcoholic  beverages 
hot  filled  or  pasteurized  below  150’  F. 
Preheat  8  percent  (by  volume)  ethyl  al¬ 
cohol  in  demineralized  distilled  water  to 
150*  F  in  a  clean  Pyrex  flask.  Fill  the. 
test  container  with  within  ‘A -inch  of  the 
top  with  a  measured  volume  of  the  8 
percent  alcohol.  Cover  the  container 
with  clean  aluminum  foil  and  place  in  an 
oven  maintained  at  150*  F.  After  2 
hours,  remove  the  container  from  the 
oven  and  immediately  composite  the  al¬ 
cohol  from  each  replicate  in  a  clean 
Pyrex  flask.  Proceed  with  the  determi- 
natiMi  of  the  amount  of  extractives  by 
the  method  described  in  paragraph 
(e)  (5)  of  this  section. 

(xvi)  Alcohol — 8  percent  (120’  F  for 
24  hours) .  simulating  alcoholic  beverages 
room-temperature  filled  and  stored. 
Preheat  8  percent  (by  volume)  ethyl 
alcohol  in  demineralized  distilled  water 
to  120*  F  in  a  clean  Pyrex  flask.  Pill  the 
test  container  within  V4-inch  of  the  top 
with  a  measured  volume  of  the  8  percent 
alcohol,  cover  the  container  with  clean 
aluminiun  foil  and  place  In  an  oven  or 
Incubator  maintained  at  120*  F.  After 


24  hours,  remove  the  container  from  the 
oven  or  incubator  and  Immediately  c<xn- 
posite  the  alcohol  fitmi  each  r^licate 
into  a  clean  Pyrex  flask.  Proceed  with 
the  determination  of  the  amount  of 
extractives  by  the  method  described  in 
paragraph  (e)  (5)  of  this  section. 

(xvii)  Alcohol — 8  percent  (70’  F  for 
48  hours),  simulating  alcoholic  beverages 
in  refrigerated  storage.  Bring  8  percent 
(by  volume)  ethyl  alcohol  in  demineral¬ 
ized  distilled  water  to  70*  F  in  a  clean 
Pyrex  flask.  Fill  the  test  container 
within  >4 -inch  of  the  top  with  a  meas¬ 
ured  volume  of  the  8  percent  alcohol. 
Cover  the  container  with  clean  alumi¬ 
num  foil.  Place  the  test  container  in  a 
suitable  room  maintained  at  70*  F.  After 
48  hours,  immediately  composite  the 
alcohol  from  each  replicate  into  a  clean 
Pyrex  flask.  Proceed  with  the  determi¬ 
nation  of  the  amount  of  extractives  by 
the  method  described  in  paragraph  (e) 
(5)  of  this  section. 

Note:  The  tests  specified  In  paragraph  (e) 
(4)(1)  through  (xvU)  of  this  section  are  ap¬ 
plicable  to  flexible  packages  consisting  of 
coated  metal  contacting  food.  In  which  case 
the  closure  end  Is  double-folded  and  clamped 
with  metal  spring  clips  by  which  the  pack¬ 
age  can  be  suspended- 

(5)  Determination  of  amount  of  ex¬ 
tractives — (i)  Total  residues.  Evaporate 
the  food -simulating  solvents  from  para¬ 
graph  (e)  (4)  (i)  to  (xvii),  inclusive,  of 
this  section  to  about  100  milliliters  in 
the  Pyrex  flask  and  transfer  to  a  clean, 
tared  platinum  dish,  washing  the  flask 
three  times  with  the  solvent  used  in  the 
extraction  procedure,  and  evaporate  to 
a  few  milliliters  on  a  nonsparking  low- 
temperature  hotplate.  The  last  few  milli¬ 
liters  should  be  evaporated  in  an  oven 
maintained  at  a  temperature  of  212*  F. 
Cool  the  platinum  dish  in  a  desiccator 
for  30  minutes  and  weigh  the  residue  to 
the  nearest  0.1  milligram  (e) .  Calculate 
the  extractives  in  milligrams  per  square 
inch  and  in  parts  per  mUlion  for  the  par¬ 
ticular  size  of  container  being  twted 
and  for  the  specific  food -Simula ti rtf 
solvent  used. 

(a)  Water  and  8-percent  alcohol. 

Milli?rjinis  oxlructivo!:  per  sijuarc  inch=- 

-  ,  ,,  (f)(a)(100n> 

Extractives  ro,sianp  =  f.i-= — r-r;-. — ■ 

(f)(*) 

(b)  Heptane: 

MlUigranis  Mtraotives  jier  square  inch=^ 

(*Ke  J 

T,  .  ...  (fXaMlOOO) 

Extractives  residue  Ex ° ■  r  .  - 

(e)($)(F) 

Where: 

£1= Extractives  residue  in  ppm  for  any  container  site. 

f  e.Milliftrnms  extractives  per  sample  tested. 

0=  Total  coated  area,  including  closure  in  square 
inches. 

c^Water  ca|>acity  of  container,  in  grams. 

*«Surtace  of  coated  area -tested,  in  square  inches. 

E^Five,  the  ratio  of  the  amount  of  extractives  re¬ 
moved  from  a  coated  container  by  heptane 
under  exaggerated  Ume-temperature  test  con¬ 
ditions  cotni>ared  tp  the  amount  extracted  by  a 
fat  or  oil  from  a  container  tested  under  exag¬ 
gerated  conditions  of  thermal  sterilization  and 
use. 

('••Chloroform-soluble  extractives  residue. 

ee'— Zinc  corrected  chloroform-soluble  extractive 
rMidne. 

«'  or  ee'  is  substituted  for  r  in  the  above  equations  when 
necessary. 
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If  when  calculated  by  the  equatiww  in 
paragraph  (e)  (5)  (1)  (a)  and  (b)  of  this 
secticm,  the  concentration  of  extractives 
residue  (.Ex)  exceeds  50  parts  per  mlUKHi 
or  the  extractives  in  milligrams  per 
square  inch  exceed  the  limitations  pre¬ 
scribed  in  paragraph  (c)  of  this  section 
for  the  particular  container  size,  pro¬ 
ceed  to  paragraph  <e)  <2)  (ii)  of  this 
section  (method  for  determining  the 
amount  of  chloroform-soluble  extrac¬ 
tives  residue) . 

(ii)  Chloroform-soluble  extractives 
residue.  Add  50  milliliters  of  chloroform 
(freshly  distilled  reagent  grade  or  a 
grade  having  an  established  consistent¬ 
ly  low  blank)  to  the  dried  and  weighed 
residue,  (e),  in  the  platinum  dish,  ob¬ 
tained  in  paragraph  (e)(5)<i)  of  this 
section.  Warm  carefully,  and  filter 
through  Whatman  No.  41  filter  paper  in 
a  Pyrex  funnel,  collecting  the  filtrate  in  a 
clean,  tared  platinum  dish.  Repeat  the 
chloroform  extraction,  washing  the  filter 
paper  with  this  second  portion  of  chloro¬ 
form.  Add  this  filtrate  to  the  original 
filtrate  and  evaporate  the  total  down  to 
a  few  milliliters  on  a  low-temperature 
hotplate.  The  last  few  milliliters  should 
be  evaporated  in  an  oven  maintained  at 
212*  P.  Cool  the  platinum  dish  in  a 
desiccator  for  30  minutes  and  weigh  to 
the  nearest  0.1  milligram  to  get  the  chlo¬ 
roform-soluble  extractives  residue  (e'). 
This  c'  is  substituted  for  e  in  the  equa¬ 
tions  in  paragraph  (e)(5)(l)  (a)  and 
(b)  of  this  section.  If  the  concentration 
of  extractives  (Ex)  still  exceeds  50  parts 
per  million  or.  the  extractives  in  milli¬ 
grams  per  square  inch  exceed  the  limita¬ 
tions  prescribed  in  paragraph  (c)  of  this 
section  for  the  particular  container  size, 
proceed  as  follows  to  correct  for  zinc 
extractives  C'C”  enamels  only) :  Ash  the 
residue  in  the  platinum  dish  by  heating 
gently  over  a  Meeker-type  burner  to  de¬ 
stroy  organic  matter  and  hold  at  red 
heat  for  about  1  minute.  Cool  in  the 
air  for  3  minutes,  and  place  the  platinum 
dish  in  the  desiccator  for  30  minutes  and 
weigh  to  the  nearest  0.1  milligram.  An¬ 
alyze  this  ash  for  zinc  by  standard  As- 
s(x;iation  of  Official  Agricultural  Chem¬ 
ists  methods  or  equivalent.  Calculate 
the  zinc  in  the  ash  as  zinc  oleate,  and 
subtract  from  the  weight  of  chloroform- 
soluble  extractives  residue  (e')  to  ob¬ 
tain  the  zinc -corrected  chloroform- 
soluble  extractives  residue  (cc').  This 
ee'  is  substituted  for  e  in  the  formulas  in 
paragraph  (e)  (5)  (i)  (a)  and  (b)  of  this 
section.  To  comply  with  the  limitations 
in  paragraph  (c)  of  this  section,  the 
chloroform-soluble  extractives  residue 
(but  after  correction  for  the  zinc  ex¬ 
tractives  In  case  of  “C”  enamels)  must 
not  exceed  50  parts  per  million  and  must 
not  exceed  in  milligrams  per  square  inch 
the  limitations  for  the  particular  article 
as  prescribed  in  paragraph  (c)  of  this 
section. 

(f)  Equipment  and  reagent  require¬ 
ments — (1)  Equipment. 

Rinsing  equipment,  sods  fountain  pres¬ 
sure-type  hot  water,  consisting  in  simplest 
form  of  a  -Inch- ^ -inch  Inside  diameter 
metal  tube  attached  to  a  bot  water  line  de- 
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llverlng  190*  F-300*  F  water  and  bent  so  as 
to  direct  a  stream  of  water  upward. 

Pressure  cooker,  21 -quart  capacity  with 
pressure  gage,  safety  release,  and  removable 
rack,  12.5  inches  inside  diameter  x  11  inches 
inside  height,  20  pounds  per  square  inch  safe 
operating  pressure. 

Oven,  mechanical  convection,  range  to  in¬ 
clude  120*  F-212*  F  explosion-proof,  inside 
dimensions  (minimum),  10"  x  19"  x  19", 
constant  temperature  to  ±2*  F  (water  bath 
may  be  substituted) . 

Incubator,  inside  dimensions  (minimum) 
10"  X  *9"  X  19"  for  use  at  100*  F;^^*  ^ 
explosion  proof  (water  bath  may  be  sub¬ 
stituted)  . 

Constant-temperature  room  or  chamber 
70*  F^2*  F  minimum  inside  dimensions 
19"  X  19"  X  19". 

Hot  plate,  nonsparking  (explosion  proof), 
top  12"  X  20",  2,500  watts,  with  temperature 
control. 

Platinum  dish,  100-millillter  capacity 
minimum. 

All  glass,  Pyrex  or  equivalent. 

(2)  Reagents. 

Water,  all  water  used  In  extraction  pro¬ 
cedure  should  be  freshly  demineralized 
(deionized)  distilled  water. 

Heptane,  reagent  grade,  freshly  redistilled 
before  use,  using  only  material  boiling  at 
208*  P. 

Alcohol,  8  percent  (by  volume),  prepared 
from  undenatured  95  percent  ethyl  alcohol 
diluted  with  demineralized  or  distilled  water. 

Chloroform,  reagent  grade,  freshly  redis¬ 
tilled  before  use,  or  a  grade  having  an  estab¬ 
lished,^  consistently  low  blank. 

Filter  paper,  Whatman  No.  41  or  equivalent. 

(g)  In  accordance  with  good  manu¬ 
facturing  practice,  finished  coatings  in- 


ITool 

tended  for  repeated  food-contact  use 
shall  be  thoroughly  cleansed  prior  to 
their  first  use  in  contact  with  food. 

(h)  Acrylonitrile  copolymers  identified 
in  this  section  shall  comply  with  the  pro¬ 
visions  of  8  180.22  of  this  chapter. 

§  173.320  Resinous  and  polymerie  euat- 
ings  for  polyolefin  films. 

Resinous  and  polvmeric  coatings  may 
be  safely  used  as  the  food-contact  sur¬ 
face  of  articles  intended  for  use  in  pro¬ 
ducing,  manufacturing,  packing,  proc¬ 
essing.  preparing,  treating,  packaging, 
transporting,  or  holding  food,  in  accord¬ 
ance  with  the  following  prescribed  con¬ 
ditions: 

(a)  The  coating  is  applied  as  a  con¬ 
tinuous  film  over  one  or  both  sides  of  a 
base  film  produced  from  one  or  more  of 
the  basic  olefin  polymers  complying  with 
§  177.1520  of  this  chapter.  The  base  poly¬ 
olefin  film  may  contain  optional  adjuvant 
substances  permitted  for  use  in  polyole¬ 
fin  film  by  applicable  regulations  in  Parts 
170  through  189  of  this  chapter. 

( b)  The  coatings  are  formulated  from 
optional  substances  which  are: 

(1)  Substances  generally  recognized 
as  safe  for  use  in  or  on  food. 

(2)  Substances  the  use  of  which  is 
permitted  under  applicable  regulations 
in  this  part,  by  prior  sanctions,  or  ap¬ 
provals. 

(3)  Substances  identified  in  tliis  sub- 
paragraph  (a)(3)  and  subject  to  such 
limitations  as  are  provided : 


List  0/  fubstaticn 


(i)  Ro.siiis  and  polymers: 

.\cryHc  acid  f'olymer  and  Its  ethyl  or  methyl 
esters. 

Acrylamide  eop<  lymerired  with  ethyl  acrylate 
and'or  styrene  and  or  nietbacrylic  acid,  and 
the  copolymer  subsequently  reacted  with 
formaldehyde  and  butanol. 

Butadiene-  acrylonitrile  i-opolymer . 

Butadicne-acrylonitrile-styrene  terpolymex . 

Butyl  rubl)cr . 

.V,  A  '-l)i[>hcnyl-p-phenylciiediaroine . 


2-Kthylhex>I  acrylate  co(>ulynierired  with  one 
or  more  of  the  following: 

AiTylonitrile . 

Itaconic  acid . 

Mctbacrylonitrile . 

Methyl  acrylate . 

Methyl  methacrylate . 

4.t'-Isopropylidenediphenolepichlorohydri  n . 
average  molecular  w.  ight  900. 


Melamine-formaldehyde  as  the  basic  polymer  or 
cheinioally  modified  with  methyl  alcohol. 
Methacrylic  acid  and  its  ethyl  or  methyl  esters 
copolynierited  with  one  or  more  of  the  follow¬ 
ing: 

Acrylic  acid . 

Kthyl  acrylate . 

Methyl  acrylate . 

a-Methyl  styrene  polymer . 

«r-Mcthylstyrene-vinyItolnene  copolymer  resins 
(inoliW  ratio  1  o-mcthylstyrene  to  S  viny  • 
toluene). 


Pctmleum  alieyclic  hydrocarbon  resins. 


Polyamide  resins,  derived  from  dimerized  vege¬ 
table  oil  acids  (containing  not  more  than  20% 
of  monomer  acids)  and  ethy  lenediamine,  as  the 
basic  resin. 

Polyamide  resins  having  a  maximum  acid  value 
of  S  and  a  maximum  amine  value  of  8.5  derived 
from  dimerixed  vegetable  oil  acids  (containing 
not  more  than  10  percent  of  monomer  acids), 
ethylenediamine,  and  4,4-bis  (4-hydroxy- 
phMyl)  pentanoic  acids  (in  an  amount  not  to 
exeeed  10  percent  by  weight  of  said  polyamide 
resins);  as  the  basic  resin. 


J.imitationt 


For  us<>  only  ax  a  iiolymci  izalion  inhibitor  in  2-sullbcthyl 
methacrylate,  sodium  salt. 


For  use  only  in  coatings  that  contact  food  under  condi¬ 
tions  of  use  1),  E,  F,  or  U  described  in  table  2  of 
{  170.170(e)  of  this  chapter,  provided  that  the  concen¬ 
tration  of  o-methylstyrene-vinyltoluene  copolymer 
resins  in  the  finished  food-contact  coating  doex  not 
exceed  1.0  milligram  per  square  inch  of  food-contact 
surface. 

As  defined  in  1  170.170  of  this  chapter.  Blended  with 
butyl  rubber  for  use  as  a  component  of  coatings  on 
polyolefin  fabric  for  bulk  packaging  of  raw  fruits  and 
vegetablM  and  used  at  a  level  not  to  exceed  30  percent 
by  weight  of  the  total  coating  solids. 

For  use  only  in  coatings  for  polyolefin  films  that  contact 
food  at  temperatures  not  to  exceed  room  temperature. 


F'or  use  only  in  coatings  that  contact  food  at  tempera¬ 
tures  not  to  exceed  room  temperature  provided  that 
the  concentration  of  the  polyamide  resins  in  the 
finished  food-contact  coating  does  not  exceed  5  milli¬ 
grams  per  square  inch  of  food-contact  surface. 
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(1)  and  polymers — continued 

PelTMter  reeins  formed  by  reaction  of  one  or  more 
of  the  following  polybastc  acids  and  nonobasic 
acids  with  one  or  more  of  the  following  poly- 
hydrie  alcohols; 

Polyhasic  acids; 

Adipic . — _ _ 

Aiclaic..  . . . . 


Dimerired  fotty  acids  derived  from; 

Animal,  marine  or  vegetable  fots 
and  oils. 

TaUoil . 

Fumaric _ _ _ _ _ 

Isophtbalic _ _ _ _ 

Maleic . . . 

o-Phthalic . . . . 

Sebacic _ _ 

Terephthalic _ _ 

Trlmellltlc . . 

Monobasic  acids; 

Fatty  adds  derived  from; 

Animal,  marine,  or  vegetabls  Mta 
and  oils. 

Oum  rosin _ _ 


For  use  in  forming  polyester  resins  intended  for  use  in 
coatings  that  contact  food  only  of  the  type  identified  in 
I ITLITD  (e)  of  this  chapter,  table  1,  under  categofT 
Vm,  and  under  conditions  of  use  E,  F,  or  O,  described- 
in  table  2  of  {  176.170  (c)  of  this  chapter. 


TaU  oil . 

Polyhydiic  alcohols; 
l.S-Butylene  rylcol. 
Dlath^ona  glycol. . 


As  defined  in  {  ITS.SftTO  of  this  chapter.  For  use  in  form 
ing  poiyeoter  resins  intended  for  use  in  coatings  that 
contact  food  only  of  the  type  Mentlflad  in  {  176.170(e) 
of  this  chapter,  table  1  jonder  oatagon  VIII,  and  under 
eonditiona  of  use  B,  F,  or  O  described  In  table  2  of 
i  178.m(e)  of  this  chapter. 


X^Dimothyl-i^propanodM _ _ 

I^P»»py>one  glyoM _ _ _ 

EthyMns  glyool _ _ 


Olyoerol _ _ 

Mannitol _ 

ofMethyl  glncoside. 


ofMethyl  glncoside _ _ _ 

Pontasrythritol . . 

Propylene  glyool _ _ _ 

Sorbitol . . . . 

Trimathylol  ethane _ _ 

Trimethylol  propane _ 

Folyathylenlmine _ _ _ _ 

Polystyrene _ 

Polyvinyl  acetate.... _ _ _ 

Polyvlnyi  chloride _ 

Btyrene  oopolymerised  srith  one  or  more  of  the 
follosring; 

Acrylonitrile _ _ 

<r-Methyl  styrene . . . 

Btyrene^sobutylene  copolymer _ 

Teirpene  resins  consisting  of  pidymers  of  o-plnana, 
fi-ptnene,  and/or  dipentene;  acid  value  less  than 
5,  saponification  number  leas  than  S,  and  oolar 
less  than  4  on  the  Oardner  scale  as  measured 
in  50  percent  mineral  spirits  solution. 
3-8ulfoethyI  metacrylate,  sodium  salt  [C.A. 
Registry  No.  10595-80-9). 


IHnyl  chloride-acetate,  hydroxyl-modified  co¬ 
polymer  or  maldc  acid-modified  copolymer. 
VInyf  chloride  oop<4ymerited  srith  one  or  more 
of  the  follosring; 

Acrylonitrile _ _ _ 

Vinyl  acetate _ 

Vinylidene  chloride _ _ 

^^nylidene  chloride  oopolymerised  srith  ons  or 
more  of  the  follosring; 

AcryUc  acid  and  its  methyl,  ethyl,  propyl,  butyl, 
or  octyl  esters. 

Acrylonitrile. 

Itaconic  acid. 

Methacrylic  acid  and  its  methyl,  ethyl,  propyl, 
butyl,  or  octyl  esters. 

Methaciylonitrile. 

Vinyl  chloride. 

(U)  Plasticisers; 

Acetyl  tributyl  citrate . 

Acetsrl  triethyl  citrate . 

Butyl  phthal)rl  butyl  glyxxdate . . 

Bnt^  stearate.. . . 

Dibotyl  sebacate . . 

Diethyl  phthalate.. . . 

2-Ethylhexyi  diphenyl  phosphate . . . 

Etbyl  phthal3rl  ethyl  glycolate . . .... 

Olyoerol  monooleate . . 

Olyicerol  triacetate . . 

Triethyl  citrate . . 


FsrnasonlyaBUprtaMrsubeoattoanchor  epoxy  f 
anatings  to  the  base  sheet. 


For  use  only  In  copolymer  coatings  under  condiUaas  of 
use  I.  F,  and  O  described  In  table  2  of  1  176.170(0) 
of  this  ehaptsr  and  limited  to  use  at  a  level  not  to  os- 
oeed  1.0  percent  by  weight  of  the  dry  copolymer 
coating. 
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(Ui)  AdjiivauU  (release  agents,  waxes,  and  dispersants): 

Acetone... . . . .... 

Amides  (unsabstitnted)  of  tatty  acids  from  Tage- 
table  or  animal  oils. 

n-Butyl  acetate . . 

M-Butyl  akobcd . . 

CandeliUa  wax . . 

("arnauba  wax . . 

Ethyl  acetate . . 

Fatty  acids  from  vegetable  or  animal  oils  and 
their  aluminum,  ammonium,  calcium,  mag¬ 
nesium,  and  sodium  salts. 

llexane„ _ _ _ _ 

Methvl  ethyl  ketone . 

Petroleum  waxes  oonformii^  to  specifications 
included  in  a  regulation  in  Subchapter  B  of 
this  chapter. 

Polyvinyl  alcohol,  minimum  viscosity  of 
aqueous  solution  at  2(PC  of  4  oentipoises  and 
percent  alcoholysis  of  87-100. 


Sodium  dioctyl  sulfoeuccinate . 

Sodium  dodecylbenzenesullbnate . . 

Sodium  lauryf  sulfate . 

Sorbltan  and  sorbitol  esters  of  fatty  acids  from 
vegetable  or  animal  oils. 

Spermaceti  wax . 

Tetrahydrofuran . 

Toluene . . 


(c)  The  coating  in  the  finished  form 
in  which  it  is  to  contact  food,  when  ex¬ 
tracted  with  the  s<dvent  or  solvents  char¬ 
acterizing  the  type  of  food,  and  under 
conditions  of  time  and  temperature 
characterizing  the  ccmditlons  of  its  in¬ 
tended  use  as  determined  from  tables  1 
and  2  of  s  176.170(c)  of  this  chapter, 
shall  ]deld  net  chloroform-soluble  extrac¬ 
tives  not  to  exceed  0.5  milligram  per 
square  inch  of  coated  surface. 

’  (d)  Acrylonitrile  copolymers  identi¬ 
fied  in  this  section  shall  comply  with  the 
provisions  of  S  180.22  of  this  chapter. 

§  175.350  Vinyl  «celale/crolonic  acid 
copolymer. 

A  copolymer  of  vinyl  acetate  and  cro- 
tonlc  acid  may  be  safely  used  as  a  coat¬ 
ing  or  as  a  component  of  a  coating  whl(^ 
is  the  food-contact  surface  of  polyolefin 
flim.s  intended  for  packaging  food,  sub¬ 
ject  to  the  provisions  of  this  section. 

(a)  The  copolymer  may  contain  added 
optional  substances  to  impart  desired 
properties. 

(b)  The  quantity  of  any  optional  sub¬ 
stance  does  not  exceed  the  amount  rea- 
sfmably  required  to  accomplish  the  in¬ 
tended  physical  or  technical  effect  nor 
any  limitations  further  provided. 

(c)  Any  optional  substance  that  is  the 
subject  of  a  regulation  in  Parts  174,  175, 
176,  177, 178,  and  S  179.45  of  this  chiqjter 
conforms  with  any  specifications  in  such 
regulation. 

(d)  Optional  substances  as  provided 
in  paragraph  (a)  of  this  section  Include: 

(1)  Substances  generally  recognized 
as  safe  in  food. 

(2)  Substances  subject  to  in-ior  sanc¬ 
tion  or  approval  for  uses  with  a  copoly¬ 
mer  of  vinyl  acetate  and  crotonlc  acid 
and  used  in  accordance  with  such  sanc¬ 
tion  or  approval. 

(3)  Substances  identified  in  this  sub- 
paragraidi  and  subject  to  such  limita¬ 
tions  as  are  provided: 

List  o/  substances  Limitations 

Silica . 

Japan  wax - -  - - 

(e)  C(HX)lymer  of  vinyl  acetate  and 
crotonlc  acid  used  as  a  coating  or  as  a 
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For  use  only  as  a  dispersing  agent  at  levels  not  to  exceed 
<%  at  total  coating  weight  In  ooatiim  (or  polyolefin 
fitms  provided  tbe  United  polyolemi  films  contact 
food  only  of  the  types  identifl^  In  1  176.170(e)  of  this 
chapter,  table  1,  under  types  V,  VIII,  and  IX. 


component  of  a  coating  conforming  with 
the  specifications  of  paragnqih  (e)  (1) 
of  this  section  are  used  as  provided  in 
paragraph  (e)  (2)  of  this  section. 

(1)  Specifications,  (i)  The  chloro¬ 
form-soluble  portion  of  the  water  extrac¬ 
tives  of  the  coated  film  obtained  with 
distilled  water  at  120*  F  for  24  hours 
does  not  exceed  0.5  milligram  per  square 
inch  of  coated  surface. 

(ii)  The  chloroform -soluble  portion  of 
the  n-heptane  extractives  of  the  coated 
film  obtained  with  n-heptane  at  70*  F 
for  30  minutes  does  not  exceed  0.5  milli¬ 
gram  per  square  inch  of  coated  surface. 

(2)  Conditions  of  use.  The  copolymer 
of  vinyl  acetate  anci  crotonlc  acid  is  used 
as  a  coating  or  as  a  component  of  a 
coating  for  polyolefin  films  for  pack¬ 
aging  bakery  products  and  confectionery. 

§  175.360  Vinylidene  chloride  copoly¬ 
mer  coatings  for  nylon  film. 

Vinylidene  chloride  copolymer  coat¬ 
ings  identified  in  this  section  and  ap¬ 
plied  on  nylon  film  may  be  safely  us^ 
as  food-contact  surfaces,  in  accordance 
with  the  following  prescribed  conditions: 

(a)  The  coating  is  applied  as  a  con¬ 
tinuous  film  over  one  or  both  sides  of  a 
base  film  produced  from  nylon  resins 
complying  with  $  177.1500  of  this  chapter. 

(b)  The  coatings  are  prepared  from 
vinylidene  chloride  cc^l3miers  produced 
by  copolymerizing  vinylidene  chloride 
with  one  or  more  of  the  monomers 
acrylic  acid,  acrylonitrile,  ethyl  acrylate, 
methacryllc  acid,  and  methyl  acrylate. 
The  finished  copolsrmers  contain  at  least 
50  weight  percent  of  polymer  imits  de¬ 
rived  from  vinylidene  chloride. 

(c)  Optional  adjuvant  substances  em¬ 
ployed  in  the  production  of  the  coatings 
or  added  thereto  to  impart  desired  prop¬ 
erties  may  include  sodium  dodecylben- 
zenesulfonate. 

(d)  Ihe  coating  in  the  finished  form 
in  which  it  is  to  contact  food,  when 
extracted  with  the  solvent  or  solvents 
characterizing  the  tjrpe  of  food,  and 
under  conditions  of  time  and  tempera¬ 
ture  characterizing  the  conditions  of  its 
intended  use  as  determined  from  tables 


1  and  2  of  §  176.170(c)  of  this  chapter. 

srleld  net  chloroform -soluUe  extrac¬ 
tives  not  to  exceed  0.5  milligram  per 
square  inch  of  coated  surface  when  tested 
by  the  methods  described  in  §  176.170(d) 
of  this  chapter. 

(e)  Acrylonitrile  copolymers  identi¬ 
fied  in  this  sectiem  shall  comply  with  the 
provisions  of  §  180.22  of  this  chapter. 

§  175.365  Vinylidene  chloride  copoly¬ 
mer  coatings  for  polycarbonate  film. 

Vinylidene  chloride  copolymer  coat¬ 
ings  identified  in  this  section  and  applied 
on  polycarbonate  film  may  be  safely 
used  as  food-contact  surfaces,  in  accord¬ 
ance  with  the  following  prescribed 
conditions: 

(a)  The  coating  is  applied  as  a  con¬ 
tinuous  film  over  one  or  both  sides  of  a 
base  film  produced  from  polycarbonate 
resins  cimiplying  with  §  177.1580  of  this 
chapter. 

(b)  The  coatings  are  prepared  from 
vinylidene  chloride  copolymers  produced 
by  copolymerizing  vinylidene  chloride 
with  acrylonitrile,  methyl  acrylate,  and 
acrylic  acid.  The  finished  copolymers 
contain  at  least  50  weight-percent  of 
polymer  imits  derived  from  vlnyldene 
chloride. 

(c)  Optional  adjuvant  substances  em¬ 
ployed  in  the  production  of  the  coatings 
or  added  thereto  to  impart  desired  prop¬ 
erties  may  include  sodium  dodecylben- 
zenesulfonate  in  addition  to  substances 
described  in  $  174.1(d)  of  this  chapter. 

(d)  The  coating  in  the  finished  form 
in  which  it  is  to  contact  food,  when  ex¬ 
tracted  with  the  solvent  or  solvents  char¬ 
acterizing  the  type  of  food,  and  under 
the  conditions  of  time  and  temperature 
characterizing  the  conditions  of  its  in¬ 
tended  use  as  determined  from  tables  1 
and  2  of  §  176.170(c)  of  this  chapter, 
shall  yield  net  chloroform-soluble  ex¬ 
tractives  in  each  extracting  solvent  not 
to  exceed  0.5  milligram  per  square  inch 
of  coated  surface  as  determined  by  the 
methods  described  in  S  176.170(d)  of  this 
chapter.  In  testing  the  finished  food- 
contact  articles,  a  separate  test  sample 
is  to  be  used  for  each  required  extract¬ 
ing  solvent. 

(e)  Acrylonitrile  copolymers  identified 
in  this  section  shall  comply  with  the 
provisions  of  S  180.22  of  this  chapter. 

§  175.380  Xylene-formaldehyde  rewinn 
condensed  with  4,4'-i8opropylidene-- 
diphenol-epirhiorohydrin  epoxy 
resins. 

The  resins  identified  in  paragraph  (a) 
of  this  section  may  be  safely  used  as  a 
food-contact  coating  for  articles  in¬ 
tended  for  use  in  contact  with  food,  in 
accordance  with  the  following  prescribed 
conditions. 

(a)  The  resins  are  produced  by  the 
condensation  of  xylene-formaldehyde 
resin  and  4.4'-lsopropylidenediphenol- 
epichlorohydrin  epoxy  resins,  to  which 
may  have  been  added  certain  optional 
adjuvant  substances  required  in  the 
production  of  the  resins  or  added 
to  Impart  desired  physical  and  tech¬ 
nical  properties.  The  optional  ad¬ 
juvant  substances  may  include  resins 


FEDERAL  REGISTER,  VOL.  42.  NO.  50 — TUESDAY,  MARCH  IS,  1977 


145M 


RULES  AND  REGULATIONS 


produced  by  the  condensation  of  allyl 
ether  of  mono-,  dl-,  or  trimethylol  phenol 
and  capryl  alcohol  and  also  may  include 
substances  identified  in  S  175.300(b)(3), 
with  the  exception  of  paragraph  (b)  (3) 
(xxxi)  and  (xxxii)  of  that  section. 

(b)  The  resins  identified  in  paragraph 
(a)  of  this  section  may  be  used  as  a  food- 
contact  coating  for  articles  intended  for 
contact  at  temperatures  not  to  exceed 


LitU  of  Mubstaneet  Limitations 

Ethylene  glycol _  As  a  solvent  removed  by  water  washing 

Iron  oxide _  _ 

Lithium  hydroxide _  Removed  by  water  washing. 

Methyl  (»‘ange _  As  an  acid-base  Indicator. 

Potassium  dlchromate _  Removed  by  water  washing. 

SUica  gel _  _ 

Sodium  sUlcate _  _ 

Zinc,  as  particulate  metal _  _ 


160*  F  with  food  of  types  I,  n,  VI-A  and 
B,  and  Vin  described  in  table  1  of 
§  176.170(c)  of  this  chapter  provided 
that  the  coating  in  the  finished  form  in 
which  it  is  to  contact  food  meets  the  fol¬ 
lowing  extractives  limitations  when 
tested  by  the  methods  provided  in 
§  175.300(e) : 

(1)  The  coating  when  extracted  with 
distilled  water  at  180®  P  for  24  hours 
3delds  total  extractives  not  to  exceed  0.05 
milligram  per  square  inch  of  food- 
contact  surface. 

(2)  nie  coating  when  extracted  with 
8  percent  (by  volume)  ethyl  alcohol  in 
distilled  water  at  160*  P  for  4  hoiu«  yields 
total  extractives  not  to  exceed  0.05  milli¬ 
gram  per  square  inch  of  food-contact 
surface. 

(c)  TTie  resins  identified  in  paragraph 

(a)  of  this  section  may  be  used  as  a  food- 
contact  coating  for  articles  intended  for 
contact  at  temperatures  not  to  exceed 
room  temperature  with  food  of  type  VI-C 
described  in  table  1  of  §  176.170(c)  of  this 
chapter  provided  the  coating  in  the 
finished  form  in  which  it  is  to  contact 
food  meets  the  following  extractives 
limitations  when  tested  by  the  methods 
provided  in  §  175.300(e) :  - 

(1)  The  coating  when  extracted  with 
distilled  water  at  180*  F  for  24  hours 
3delds  total  extractives  not  to  exceed  0.05 
milligram  per  square  inch  of  food -con¬ 
tact  surface. 

(2)  The  coating  when  extracted  with 
50  percent  (by  volume)  ethyl  alcohol  in 
distilled  water  at  180*  F  for  24  hours 
yields  total  extractives  not  to  exceed  0.05 
milligram  per  square  inch. 

§  175.390  Zinc-siiiron  dioxide  matrix 
coatings. 

Zinc -silicon  dioxide  matrix  coatings 
may  be  safely  used  as  the  food-contact 
surface  of  articles  Intended  for  use  in 
producing,  manufacturing,  packing, 
processing,  preparing,  treating,  packag- 
transport^,  or  holding  food,  sub¬ 
ject  to  the  provisions  of  this  section; 

(a)  The  coating  is  applied  to  a  metal 
surface,  cured,  and  washed  with  water 
to  remove  soluble  substances. 

(b)  The  coatings  are  formulated  from 
optional  substances  which  include; 

(1)  Substances  generally  recognized 
as  safe. 

(2)  Substances  for  which  safe  ccmdl- 
tions  of  use  have  been  prescribed  in 
S  175.300. 

(3)  Substances  identified  In  para¬ 
graph  (c)  of  this  secticm,  subject  to  the 
limitations  prescribed. 

(c)  Ihe  (vtional  substances  per¬ 
mitted  are  as  follows: 


(d)  The  coating  in  the  finished  form 
in  which  it  is  to  contact  food,  when 
extracted  with  the  solvent  or  solvents 
characterizing  the  type  of  food,  and 
under  the  conditions  of  its  intend^  use 
as  shown  in  Tables  1  and  2  of  S  175.300 

(d)  (using  20  percent  alcohol  as  the  sol¬ 
vent  when  the  type  of  food  contains  ap¬ 
proximately  20  percent  alcohol)  shall 
yield  total  extractives  not  to  exceed  those 
prescribed  in  S  175.300(c)  (3) ;  lithium 
extractives  not  to  exceed  0.025  milligram 
per  square  inch  of  surface;  and  chro¬ 
mium  extractives  not  to  exceed  0.05 
microgram  per  square  inch  of  surface. 

(e)  TTie  coatings  are  used  as  food- 
contact  surfaces  for  bulk  reusable  con¬ 
tainers  intended  for  storing,  handling, 
and  transporting  food. 

PART  176— INDIRECT  FOOD  ADDITIVES: 
PAPER  AND  PAPERBOARD  COMPONENTS 

Subpart  A — [Resarvad] 

Subpart  B — Substancas  for  Uaa  Only  as 
Componants  of  Papar  and  Paparboard 

Sec. 

176.110  Acrylamide -acrylic  acid  resins. 
176.120  Alkyl  ketene  dimers. 

176.130  Anti-offset  substances. 

176.150  Cbelatlng  agents  used  in  the  manu¬ 
facture  of  paper  and  paperboard. 
176.160  Chromium  (Cr  IH)  complex  of  iV- 
ethyl  -  JV-heptadecylfluoro -octane 
sulfonyl  glycine. 

176.170  Components  of  paper  and  paper- 
board  In  contact  with  aqueous 
and  fatty  foods. 

176.180  Components  of  paper  and  paper- 
board  In  contact  with  dry  food. 
176.200  Defoamlng  agents  used  in  coatings. 
176.210  Defoamlng  agents  used  In  the  man¬ 
ufacture  of  paper  and  paper- 
board. 

176.230  3,5  -  Dimethyl  -  1,3,6,2R  -  tetrahy- 
drothladlazlne-2-thlone. 

176.250  Poly  -  1,4,7,10,18  -  pentaaza  -  15  - 
hydroxyhexadecane. 

176.260  Pulp  from  reclaimed  liber. 

176.300  Sllmlcldes. 

176.320  Sodium  nltrate-iirea  complex. 
176.350  Tamarind  seed  kernel  powder. 

Authc«itt:  Secs.  400,  701,  52  Stat.  1055- 
1056  as  amended,  72  Stat.  1786-1788  as 
amended  (21  U.S.C.  348,  371),  unless  other¬ 
wise  noted. 

Subpait  A — [Reserved] 

Subpart  B — Substances  for  Use  Only  as 
Components  of  Paper  and  Paperboard 

§  176.110  Acrylamide-acrylic  acid  resins. 

Acrylamide-acrylic  acid  resins  may  be 
safely  used  as  cmnponenta  of  articles  In¬ 
tended  for  use  in  producing,  manufac¬ 
turing,  packing,  processing,  preparing. 


treating,  packaging,  transporting,  or 
holding  food,  subject  to  the  provisions  of 
this  section. 

(a)  Acrylamide-acrylic  acid  resins  are 
produced  by  the  polymerization  of  acryl¬ 
amide  with  partial  hydrolysis  or  by  the 
copolymerization  of  acrylamide  .ind 
acrylic  acid. 

(b)  TTie  acrylamide-acrylic  acid  resins 
contain  less  than  0.2  percent  residual 
monomer. 

(c)  The  resins  are  used  as  adjuvants 
in  the  manufacture  of  paper  and  paper- 
board  in  amounts  not  to  exceed  that 
necessary  to  accomplish  the  technical 
effect  and  not  to  exceed  2  percent  by 
weight  of  the  paper  or  paperboard. 

§  176.120  Alkyl  ketene  dimera. 

Alkyl  ketene  dimers  may  be  safely 
used  as  a  component  of  articles  Intended 
for  use  in  producing,  manufacturing, 
packing,  processing,  preparing,  treating, 
packaging,  transporting,  or  holding  food^ 
subject  to  the  provisions  of  this  section. 

(a)  The  alkyl  ketene  dimers  are  man¬ 
ufactured  by  the  dehydrohalogenation 
of  the  acyl  halides  derived  from  the  fatty 
acids  of  animal  or  vegetable  fats  and  oils. 

(b)  The  alkyl  ketene  dimers  are  used 
as  an  adjuvant  in  the  manufacture  of 
paper  and  paperboard  under  such  con¬ 
ditions  that  the  alkyl  ketene  dimers  and 
their  hydrolysis  products  dlalkyl  ketones 
do  not  exceed  0.4  percent  by  weight  of 
the  paper  or  paperboard. 

(c)  The  alkyl  ketene  dimers  may  be 
used  in  the  form  of  an  aqueous  emulsion 
which  may  contain  sodium  lignosulfon- 
ate  as  a  dispersant. 

§  176.130  Anti-offset  substances. 

Substances  named  in  paragraphs  (b) 
and  (c)  of  this  sectiem  may  be  safely 
used  to  prevent  the  transfer  of  inks  em¬ 
ployed  in  printing  and  decorating  paper 
and  paperboard  used  for  food  packaging 
in  accordance  with  the  provisions  of  this 
section: 

(a)  The  substances  are  applied  to  the 
nonfood  contact,  inlnted  side  of  the 
paper  or  paperboard  in  an  amount  not 
greater  than  that  required  to  accomplish 
the  technical  effect  nor  greater  than  any 
specific  limitations,  where  such  are 
provided. 

(b)  Anti-offset  powders  are  prepared 
from  substances  that  are  generally  rec¬ 
ognized  as  safe  in  food,  substances  for 
which  prior  sanctions  or  approvals  were 
Erranted  and  which  are  us^  in  accord¬ 
ance  with  the  specific  provisions  of  such 
sanction  or  approval,  and  substances 
named  in  paragraph  (c)  of  this  section. 


FEDERAL  REGISTER,  VOL  42,  NO.  50— TUESDAY,  MARCH  15,  1977 


RULES  AND  REGULATIONS 


14555 


<c)  TTie  substances  permitted  are  as 
follows: 

Substances  Limitations 

Carbon  tetrachloride -  - 

Methyl  hydrogen  polyslloz- 

anes _  _ 

Industrial  starch — modified —  Complying 

with 

i  178.3530 
of  this 
chapter. 

Stannous  oleate _  _ 

Zinc-2-ethyl  hexoate _  _ 

§  176.150  Chelating  agents  used  in  the 
manufacture  of  paper  and  paper- 
hoard. 

The  substances  named  in  paragraph 

(a)  of  this  section  may  be  safely  used  in 
the  manufacture  of  paper  and  paper- 
board.  In  accordance  with  the  conditions 
prescribed  in  paragraphs  (b)  and  (c)  of 
this  section: 

(a)  Chelating  agents: 

List  of  substances;  Limitations 

Ammonium  fructoheptonate _  _ 

Ammonium  glucobeptonate -  - 

Dlsodlum  ethylenedlamine 

tetraacetate _  _ 

Pentaeodlum  salt  of  diethylenetrl- 

amlne  pentaacetate _  _ 

Sodium  fructoheptonate _  _ 

Sodium  glucobeptonate _  _ 

Tetrasodium  ethylenedlamine 

tetraacetate _  _ 

Trlsodlum  N-hydroxyethyl 
ethylenedlamine  triacetate _  _ 

(b)  Any  one  or  any  combination  of 
the  substances  named  is  used  or  in¬ 
tended  for  use  as  chelating  agents. 

(c)  The  substances  are  added  in  an 
amount  not  greater  than  that  required 
to  accomplish  the  intended  technical  ef¬ 
fect  nor  greater  than  any  specific  limita¬ 
tion,  where  such  is  provid^. 

§  176.160  Chromium  (Cr  III)  complex 
of  iV-cthyl-^V-heptadccylfluopo-octane 
sulfonyl  glycine. 

The  chromium  (Cr  lU)  complex  of 
N-ethyl-AT-heptadecylfluoro-octahe  sul¬ 
fonyl  glycine  containing  up  to  20  percent 
by  weight  of  the  chromium  (Cr  m)  com¬ 
plex  of  heptadecyllluoro-octane  sulfcmic 
acid  may  be  safely  used  as  a  component 
of  paper  for  packaging  dry  food  when 
used  in  accordance  with  the  following' 
prescribed  conditions. 

(a)  The  food  additive  is  used  as  a 
ciMnponent  of  paper  in  an  amount  not 
to  exceed  0.5  percent  by  weight  of  the 
paper. 

(b) (1)  The  food-contact  surface  of  the 
paper  Is  overcoated  with  a  polymeric  or 
resinous  coating  at  least  Va-mil  in  thick¬ 
ness,  that  meets  the  provision  of 
§  176.170;  or 

(2)  The  treated  paper  forms  one  or 
more  plies  of  a  paper  in  a  multiwall  bag 
and  is  separated  from  the  food  by  at 
least  one  ply  of  packaging  films  or 
gr^e-resistant  papers  which  serves  as 
a  functional  barrier  between  the  f(x>d 
additive  and  the  food.  Such  packaging 
films  or  grease-resistant  papers  conform 
with  appropriate  food  additive  regula¬ 
tions. 

(c)  The  labeling  of  the  food  additive 
shall  contain  adequate  directions  for  its 


use  to  insure  compliance  with  the  re¬ 
quirements  of  paragraphs  (a)  and  (b) 
of  this  section. 

§  176.170  Components  of  paper  and 
paperboard  in  contact  with  aqueous 
and  fatty  foods. 

Substances  identified  in  this  section 
may  be  safely  tised  as  components  of  the 
uncoated  or  coated  food-contact  surface 
of  paper  and  paperboard  intended  for  use 
in  producing,  manufacturing,  packaging, 
processing,  preparing,  treating,  packag¬ 
ing.  transporting,  or  holding  aqueous  and 
fatty  foods,  subject  to  the  provisions  of 
this  section.  Ccxnponents  of  paper  and 
paperboard  in  ccmtact  with  dry  food  of 
the  type  identified  xmder  tyi>e  vm  of 
table  1  in  paragraph  (c)  of  this  section 
are  subject  to  the  provisions  of  §  176.180. 

(a)  Substances  identified  in  para¬ 
graph  (a)  (1)  through  (5)  of  this  sec¬ 
tion  may  be  used  as  c(xnponents  of  the 
food-contact  surface  of  paper  and  paper- 
board.  Paper  and  paperboard  products 
shall  be  exempted  from  compliance  with 
the  extractives  limitations  prescribed  in 
paragraph  (c)  of  this  section:  Provided. 
That  the  components  of  the  food-contact 
surface  c(mslst  entirely  of  one  or  more 
of  the  substances  identified  in  this  para- 


I.M  of  subsiOMCtt 

Acetyl  peroxide . . . . . . . . 

Aerylaniide-iiirllutcrylic  acid-nmlelc  aiihydrl<l«  copol¬ 
ymers  containing  not  more  than  0.3  percent  of  resMuai 
acjylamide  monomer  and  havinx  an  averaxe  nitroxen 
content  of  14.9  percent  such  that  a  1  percent  by  weight 
a(|ueous  solution  has  a  minimum  viscosity  of  MO  oentl- 
poLses  at  7.^*  F,  as  determinesl  by  LVO-oeriea  Brook- 
flcld  viscometer  (or  e<|aivalent)  using  a  No.  2  spindle 
at  SO  r.p.m. 

Acrylamlde-S-methacrylyloxy  ethyltrimetbylammonlum 
methyl  sulfate  copolymer  resins  containing  not  more 
that  10  molar  percent  of  S-inethaerylyloxyetbyltrl- 
methylammonluni  methyl  sulfate  and  containing  leas 
than  0.3*::-  or  residual  acrylamide  monomer. 

Acrylonitrile  polymer,  reaction  product  with  ethylene- 
dlmine.  sulfate  having  a  nitrogen  content  of  22.5-25.0 
percent  (KJeldahl  dry  basis)  and  containing  no  more 
than  0.075  percent  monomer  as  ethylenedlamine.  The 
finished  resin  In  a  34  percent  by  weight  aqueous  solu¬ 
tion  has  a  viscosity  of  1,000-2,000  cenfipotoes  at  26*  C  as 
determined  by  LVT-serles  Brookneld  vbeometer 
using  a  No.  4  sfdndle  at  50  r.p.m.  (or  by  other  equiv¬ 
alent  method). 

Acrylonitrile  ptdymer  with  styrene,  reacUon  product 
with  ethylenedlamine.  acetate,  having  a  nitrogen  con¬ 
tent  o(7.4-8.3  percent  (KHdahl  dry  basis)  and  contain¬ 
ing  no  more  than  0.25  percent  monomer  as  ethylene- 
diaiuine. 


(2-Alkenvl)  succinic  anhydrides  mixture.  In  which  the 
alkenyl  groups  are  derived  from  olefins  which  contain 
not  less  than  95  percent  of  C  w-Cti  groups. 


frff-Alkyl(Cr-Ci«)meTcaptans . 

Alnminum  acetate . . 

Ammonium  bts(Ar-ethyl-2-pernnoroalkylwllnn— lido 

ethyl)  phosphates,  containing  not  more  than  15% 
ammonium  mono  (Ar-sthyl-2-pOTJoroalkylgaliBiiamwo 
ettol)  phosphates,  where  the  alkyl  group  is  more  than 
96%  C|  ana  the  salts  have  a  fluorine  content  of  50.2% 
to  52.8%  as  determined  on  a  solids  basis. 


graph:  And  provided  further.  That  if  the 
paper  or  paperboard  when  extracted 
under  the  conditions  prescribed  in  para- 
graidi  (c)  of  this  section  exceeds  the 
limitations  on  extractives  contained  in 
paragraph  (c)  of  this  section,  informa¬ 
tion  shall  be  available  from  manufactur¬ 
ing  records  from  which  it  is  possible  to 
determine  that  only  substances  identi¬ 
fied  in  this  paragraph  (a)  are  present  in 
the  food-contact  surface  of  such  paper 
or  paperboard. 

(1)  Substances  generally  recognized  as 
safe  in  food. 

(2)  Substances  generally  recognized 
as  safe  for  their  intended  use  in  paper 
and  paperboard  products  used  in  food 
packaging. 

(3)  Substances  used  in  accordance 
with  a  prior  sanction  or  approval. 

(4)  Substances  that  by  regulation  in 
Parts  170  through  189  of  this  chapter 
may  be  safely  used  without  extractives 
limitations  as  components  of  the  un¬ 
coated  or  coated  food-contact  surface  of 
paper  and  paperboard  in  contact  with 
aqueous  or  fatty  food,  subject  to  the  pro¬ 
visions  of  such  regulation. 

(5)  Substances  identified  in  this  sub- 
paragraph,  as  follows: 


LimHstiont 

For  aso  only  as  polymeiitatlon  catalyst. 

For  use  only  as  a  retention  aid  employed  prior  to  the 
sheet-forming  operation  in  the  mano^ture  of  paper 
and  paperboard  In  such  an  amount  that  the  finished 
paper  and  paperboard  will  contain  the  additive  at  a 
level  not  in  excess  of  0.05  percent  by  weight  of  dry 
fibers  In  the  finished  paper  and  paperboard. 


For  use  only  as  a  retention  aid  and  floccnlant  employed 
prior  to  the  sheet-forming  operation  In  the  manu¬ 
facture  of  paper  and  paperboard. 


For  use  only  as  a  size  promoter  and  retention  aid  at  a 
level  not  to  exceed  0.5  percent  by  weight  of  the  dry 
paper  and  paperboard. 


1.  For  use  only  as  a  sizing  material  applied  after  the 
sheet-forming  operation  In  the  manufacture  of 
paper  and  paperboard  in  such  amount  tbat  the 
paper  and  paperboard  will  contain  the  additive  at  a 
levd  not  In  excess  of  0.25  percent  by  weight  of  the 
dry  paper  and  paperboard. 

X  For  use  only  as  a  siting  material  applied  prior  to  the 
sheet-forming  operation  In  the  manufacture  of  paper 
and  pskperboard  in  such  amount  that  the  paper 
and  paperboard  will  contain  the  additive  at  a  level 
not  In  excess  of  1.0  percent  by  weight  of  the  dry 
paper  and  paperboard. 

For  use  only  as  a  siting  agent  employed  prior  to  the 
sheet-forming  operation  In  the  manufacture  of  paper 
and  paperbovd  and  limited  to  use  at  a  level  not  to 
exce^  1  percent  by  weight  of  the  finished  dry  iiaper 
and  paperboard  fibers. 

For  use  only  as  polymerization-control  agent. 


For  use  only  as  an  oil  and  water  repellant  at  a  level  not 
to  exceed  0.17  pound  (0.09  pound  of  fluorine)  per 
1.000  square  feet  of  treated  paper  or  paperboard  of  a 
sheet  basis  weight  of  100  pounds  or  teas  per  8,000 
square  feet  of  paper  or  paperboard,  and  at  a  level  not 
to  exceed  0.5  i^nd  (0.M  pound  of  fluorine)  per  1,000 
square  feet  of  treated  paper  or  paperboard  having  a 
sheet  basis  weight  neater  than  100  lb.  per  3,000  square 
feet  as  determined  by  analysis  for  total  fluorine  in  the 
treated  paper  or  paperboard  without  correction  for 
any  fluorine  that  might  be  present  in  the  untreated 
paper  or  paperboard,  when  such  paper  or  paperboard 
IS  used  as  follows: 

1.  In  contact,  under  conditions  of  use  C,  D.  E,  F, 

O,  or  H  described  in  table  2  of  paragraph  (c)  of 
this  aectioa,  with  nonaloolxfiic  food. 

2.  In  eontaet  with  bakery  products  of  type  VII, 

Vin,  and  LX  described  in  table  I  of  paragraph 
(e)  of  this  section  under  good  manufacturing 
practices  of  commercial  and  institutional  baking. 
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List  of  suhotaneoo 

Ammonium  persulfikte . . 

Ammonium  thiocuUtte . . . ... 

Aio-bisisobatyronitiile . . 

Bensoyl  peroxide . 

Ar,^-Bis^-bydroxyethyl)alkyl  (Cir-C|i)«iiiide. 


Limitationo 


BU(methoxymeth y1)  tetrakis[ (opUdecyloxy) -methyl]  mel¬ 
amine  resins  having  a  S.8-6.S  percent  nitrogen  content. 


<«r<-Butyl  hydroperoxide. 

(ot-Butyl  peroxide . . 

Calcium  isostearale . . 


Carrageenan  and  salts  of  carrageenan  as  described  in  ft 
172.620  and  172.626  of  this  chapter. 

Castor  oil,  hydrogenated . 

Castor  oil,  sulfotkl,  ammonium,  potassium,  or  sodium 
salt. 

Cellulose,  regenerated . 

Cbloraoetamide . 

Cobaltous  acetate . 

Cumene  hydroperoxide . 

Cyanoguanidine . . . 


a-Deeyl  alcohol. 


For  use  only  as  polymeiization  catalyst. 

Do. 

For  use  only  as  an  adjuvant  to  control  pulp  absorbency 
and  pitch  content  in  the  manufacture  of  paper  and 
paperboard  prior  to  the  sheet  forming  operation. 

For  use  only  under  the  following  conditions: 

1.  As  a  water  repellent  employed  lulor  to  the  sheet¬ 

forming  operation  in  the  manufacture  of  paper 
and  paperboard  in  such  amount  that  the 
finished  paper  and  paperboard  wrill  contain  the 
additive  at  a  level  not  in  excess  of  1.6  percent 
by  weight  of  the  finished  dry  paper  and  paper- 
b^d  fibers. 

2.  The  finished  paper  and  paperboard  will  be  used 

in  contact  with  nonalcoholic  foods  only. 

For  use  only  as  polymerization  catalyst. 

Do. 

Fm  use  only  with  n-decyl  alcohol  as  a  stabilizing  mate¬ 
rial  for  aqueous  calcium  stearate  dispersions  intended 
for  use  as  components  of  coatings  for  i>aper  and  paper- 
board. 


Dialdehyde  guar  gum . 


Dialdeliyde  locust  byan  gum. . 

Diallyldiethylammunium  chloride  itolymer  with  acrylamide 
and  diallyldimethylammonium  chloride,  produced  by 
copolymerizing  acrylunide,  diaIlyldieth>1ammouium 
chloride  and  diallyldimethylammonium  chloride  in  a 
weight  ratio  of  50-2.5-47.5,  respectively,  so  that  the  finished 
resin  in  a  1  percent  by  weight  atiueous  solution  has  a  mini¬ 
mum  viscosity  of  22  oentipoises  at  22°  C,  as  determined  by 
LVF-series  Brookfield  viscometer  using  a  No.  1  spindle  at 
80  r.p.m.  (or  by  other  e<|uivalent  method). 

Diallyldiethylammonium  chloride  polymer  with  acryl¬ 
amide,  potassium  acrylate,  and  diallyldimethylammoni- 
um  chlonde.  The  polymer  is  produced  by  copolymerizing 
either:  (1)  acrylamide,  diallyldiethylammonium  chloride, 
and  diallyldimethylammonium  chloride  in  a  weight  ratio 
of  50-2.5-47.5,  respectively,  with  4.4  percent  of  the  acryl¬ 
amide  subsequently  hy’drolyzed  to  potassium  acrylate, 
or  (2)  acrylamide,  potassium  acrylate  (as  acrylic  acid), 
diallyldiethylammonium  chloride,  and  diallyldimethyl- 
animonium  ifoloride  in  a  weight  ratio  of  47 .8-2.2-2.5-47 A, 
so  that  the  finished  resin  in  a  1  percent  by  weight  aqueous 
solution  has  a  minimum  viscosity  of  22  oentipoissa  at  22°  C, 
as  determined  by  LVF-series  Brookfield  vicometerusinga 
No.  1  spindle  at  60  r.p.m.  (or  by  other  equivalent  met  liod). 

Diallyldimethylammonium  chloride  polymer  with  aciy'la- 
mide,  reaction  product  with  glyoxal,  produced  by  oopo>ly- 
merizing  not  less  than  00  weight  percent  of  acrylamide 
and  not  more  than  10  weight  percent  of  diallyldimetliylam- 
monium  chloride,  which  is  then  crossdinked  with  not  more 
than  30  weight  pocent  of  glyoxal,  such  that  a  10  percent 
aqueous  sedution  has  a  minimum  viscosity  of  25  oenti¬ 
poises  at  25°  C  as  determined  by  Brookfield  viscometer 
Model  RVF,  using  a  No.  1  spindle  at  100  r.p.m. 

2A-Di-t»rt-bolyl  hyditxiuinone . , . 


Diethanolamine . 


Diethanolamine  salts  of  mono-  and  bis  (l/#;l//,2i/.2//- 
p^uorozdkyl)  phosphates  where  the  alkyl  group  is 
even-numbered  In  the  range  Cr-Cn  and  the  salts  liave  a 
fluorine  content  of  52.4%  to  54.4%  as  determined  on  a 
solids  baks. 


Dlethylenetriamine . . . . 

NiN-Dllsopropanolamidc  of  tallow  fatty  acids. 


Dimethylamine-epichlorohydrin  copolymer  in  which  not 
more  than  6  mole-percent  of  dimethylamine  may  be 
replaced  by  an  equimolar  amount  of  ethylenediamine 
and  in  which  the  ratio  of  total  amine  to  epichlorohydrin 
does  not  exceed  1:1.  The  nitrogen  content  of  the  copoly¬ 
mer  shall  be  9.4  to  lOA  weight  percent  on  a  dry  basis  and 
a  10  percent  by  weight  aqueous  solution  of  the  final 
product  has  a  ^nimum  viscosity  of  5.0  centipoises  at 
2^  C,  as  determined  by  LVT-series  Brookfield  viscom- 
eter  using  a  No.  1  spindle  at  60  r.p.m.  (or  by  other 
equivalent  method).  « 


For  use  only  as  t)olymerizat ion-control  agent. 

For  use  only  as  polymerization  catalyst. 

I>o. 

For  use  otdy: 

1.  As  a  modifier  for  amino  resins. 

2.  As  a  fluidizing  agent  in  starch  and  protein  coat¬ 

ings  fur  iiaper  and  paperboard. 

For  use  oAy  with  calcium  isostearate  as  a  stabilizing 
materiaT  for  aqueous  calcium  stearate  dispersions  in¬ 
tended  fur  use  as  components  of  coatings  for  paper 
and  paperboard. 

For  use  only  as  a  wet -strength  ^ent  employed  prior  to 
the  sheet-forming  o(ieration  in  the  manufacture  of 
iwper  and  pai>erboard  and  used  at  a  level  not  to  exceed 
1%  by  weight  of  the  finished  dry  t>aper  and  paper- 
bovd  fibm. 

Do. 

For  use  only  as  a  retention  aid  employed  prior  to  the 
sheet -forming  oix'ration  in  the  manufacture  of  paper 
and  paperboard  and  limited  to  use  at  a  level  not  to 
exce^  U.U5  percent  by  weight  of  the  linisiied  |>ai>er  and 
pa|H>rboard. 


For  us.-  only  as  a  retention  aid  employed  prior  to  the 
sheet -forming  operation  in  the  numufacture  of  paper 
and  paperbo^  and  limited  to  use  at  a  level  not  to 
exce^  0.06  percent  by  weight  of  the  finished  paper  and 
paperboard. 


Fur  use  only  as  a  diy  and  wet  strength  agent  employed 
prior  to  the  slieel-k»rniing  operation  in  the  manu&cture 
of  paper  and  paperboard  in  such  an  amount  that  the 
finished  [laper  and  paperboard  will  contain  tlw  addi¬ 
tive  at  a  level  not  in  excess  of  2  percent  by  wreight  of  the 
dry  fibers  in  the  finished  paper  and  paperbeard. 


For  use  only  as  an  antioxidant  for  fatty  based  coating 
adjuvants  provided  it  is  used  at  a  levd  not  to  exem 
0.0(6%  by  weight  of  coating  solids. 

For  use  only  as  an  adjuvant  to  control  pulp  absorbency 
and  pitch  content  in  the  manufacture  of  paper  and 
paperboard  prior  to  the  sheet-forming  operation. 

For  use  only  as  an  oil  and  water  repellant  at  a  level  not 
to  exceed  0.17  pound  (0.00  pound  of  fluorine)  per  1,000 
square  feet  of  treated  |)a|ier  or  paperboard,  as  deter¬ 
mined  by  analysis  for  total  fluorine  in  the  treated 
paper  or  paperboard  without  correction  for  any 
fluorine  wlUcb  might  be  present  in  the  untreated 
paper  or  paperboard,  when  such  paper  or  pa|>erboard 
is  used  In  contact  writh  nonalcoholic  foods  under  the 
conditions  of  use  described  in  i>aragraph  (c)  of  this 
section,  table  2,  conditions  of  use  (B)  throu^  (H). 

For  use  only  as  a  modifier  for  amino  r^ns. 

For  use  only  as  an  adjuvant  to  control  pulp  absorbency 
and  pitch  content  in  the  manufacture  of  paper  and 
paperboard  prior  to  the  sheet  forming  operation. 

For  use  only  as  a  retention  aid  employed  before  the 
sheet-forming  operation  in  the  manufactore  of  paper 
and  paperboard  and  limited  to  use  at  a  level  not  to 
exceed  1  percent  by  weight  of  the  finished  paper  and 
paperboard. 
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LUt  Of  oubotaneto 

jf:f(IMBltliyUinliio)meUiTl]-fterylMiild«  polymer  with 
Mrylomide  and  styroiM  bsTinc  a  nitrogan  oootant  of  not 
more  than  lg.9  pereoot  and  a  rcaidiiai  aerylamlda  mono- 
mv  ooatant  of  not  mon  than  0^  paroant  on  a  dry  basU. 

hT.AT-Dlolaoylothylaoadlainlna . . 

Dlphenylamine . . . . . . 


Dlpropylana  gjyaol . . 

N,y-Plataaroylkhy>ana<Hamlna . 
n-Dodacylguanidina  acetate . 


•-Dodreylguauidine  hydrodiloiide, 


Fatty  acids  derived  from  animal  and  vegetable  fats  and 
oils  and  salts  of  such  acids,  single  or  mixed,  as  follows: 

Aluminum. 

Ammonium. 

Calcium. 

Magnesium. 

Potassium. 

Sodium. 

Zinc. 

Ferric  chloride . . . — . - . 

Ferrous  ammonium  sulfate _ 

Fish  oil,  hydrogenated - - - - — - 

Fi<h  oil,  hydroeenated,  potassium  .salt - 

Furcelleran  and  salts  of  furccUeran  as  de  cribed  in  {{ 
172.A55  and  172.660  of  this  chapter. 

Olyceryl  iactostcarate . - . - 

tllyceryl  mono-12-hydi'oxy-stearate . . 

lllyoervi  monorioinoleate . . . . . 

Uuar  cum  modified  by  treatment  with  /S-dicthylamino- 
etliyl  chloride  hydrocidoride. 

Ouar  eum  modified  by  treatment  with  not  more  tlian  7.6 
weight  percent  of  2,3-epoxypropyltrimethyiammonium 
chloride  such  that  tlie  finished  product  has  a  maximum 
chlorine  content  of  f.S  percent,  a  maximum  nltro?en 
content  of  .TO  percent,  and  a  minimum  viscosity  in 
l-percent-l>y'-weipht  aqueous  solution  of  1.000  cenli- 
poises  at  77®  F,  as  determined  by  KV-series  Brookfield 
viscometer  (or  equivalent)  using  a  No.  3  spindle  at 
20r.p.m. 

Hexamethylenetetramine _ 

Hydroauinone  and  the  monoraethyl  or  moiioethyl  ethers 
of  hydroqiiinone. 

Hydroxypropyl  guar  gum  having  a  minimum  vi.scosity  of 
.S.OOO  oenti|v>ises  at  25®  C.  as  determined  by  KV-seriea 
Brumfield  viscometer  using  a  No.  4  spindle  at  20  r.p.m. 
(or  other  suitable  method)  and  using  a  test  sample  pre¬ 
pared  by  dissolviiig  5  grains  of  moisture-free  liydrox- 
ypropyl  guar  gum  in  4%  milliliters  of  a  70  percent  by 
weight  aqueous  propylene  glycol  solution. 

Isopropyl  m-  and  p-cre^s  (thymol  derived) . . 


Isopropyl  peroxydicarlKMiate . - 

Japan  wax . . . . 

Lanolin - - - - - 

lAuryl  peroxide . . . . . 

Lauryl  sulfate  salts: 

Ammonium. 

Magnesium. 

Potassium. 

Sodium. 

Lecithin,  hydroxylated . . . . 

Lignin  sulfonate  and  its  calcium,  potassium,  and  sodium 
salts. 

Methyl  naphthalene  sulfonic  acid-formaldehyde  con¬ 
densate,  sodium  salt. 

Mineral  oil.  white . . . . . . 

Monoglyoeride  citrata _ _ _ — . . - 

Mustardaeed  oil,  sulfbted,  ammonium,  potassluin,  or 
sodium  salt. 

Naphthalene  sulfonic  acid-formaldebyda  condensate, 
sodium  salt. 

Nitrocellulose,  10.9-12.2%  nitrogen . . . . 

Oleic  acid,  suUated,  ammonium,  potassium,  or  sodium 
salt. 

Af-Oleoyl-Af'-stearoylethylenedlamine _ _ _ 

•Paraformaldehyde _ _ _ 

Petrolatum . . 


Limitation* 


Tat  use  only  as  a  dry  .strength  ^ent  employed  prior  t** 
the  sheet-forming  operation  in  the  manufacture  of 
paper  and  paperboard  and  used  at  a  level  not  to  exceed 
1  percent  by  weight  of  finished  dry  paper  or  paper- 
board  fibers. 


For  use  only  as  an  antioxidant  for  fMty  based  coating 
adjuvants  provided  it  is  used  at  a  level  not  to  exceed 
0.1X16%  by  weight  of  coating  solids. 


For  use  only  as  an  antimicrobial  agent  in  (taper  and 
(laperboard  under  the  following  conditions: 

1.  For  contact  only  with  nonalcoholic  food  having  a 

pH  above  5  and  provided  it  is  used  at  a  level  not 
to  exceed  0.4  percent  by  weight  of  the  (ia{ier  and 
paperboard. 

2.  For  use  in  the  outer  |>ly  of  muUiwall  Paper  bags 

for  contact  xrith  dry  food  of  Type  VIll  describeil 
in  Table  1  of  (laragraph  (c)  of  this  section  and 
provided  it  is  used  at  a  level  of  0.8  (xtreent  by 
weight  of  the  |ia(>er. 

For  use  on'y  as  an  antimicrobial  agent  in  paficr  and 
(tapwboard  under  the  following  conditions: 

1.  For  contact  only  with  nonalcoholic  food  having  a 

pll  above  5  and  (irovided  it  is  used  at  a  level  not 
to>exceed  0.4  percent  by  weight  of  the  (taper  and 
(Mtper  board. 

2.  For  use  in  the  outer  ply  of  multiwall  paper  bags 

for  contact  with  dry  food  of  Type  VIII  describeti 
in  Table  I  of  (taragraph  (c)  of  this  section  and 
(Movided  it  is  used  at  a  level  of  0.8  (xTcent  by 
weight  of  the  (taper. 


For  use  only  as  a  retention  aid  and.  or  drainage  aid 
employed  |>rior  to  the  sheet-forming  oiieration  in  the 
manumeture  of  itaiter  and  (tatmbaard. 

For  use  only  as  a  retention  aid  and/or  internal  site 
em{doy-d  (trior  to  the  sheet-forming  ofieration  in  the 
manufacture  of  (tafter  and  parterltoai  d.  and  limited 
to  use  at  a  level  not  to  excee<i  0.1.5  (tercent  by  weight 
of  the  finished  dry  (taper  and  |ta(ierl>oard  fibers. 


For  use  only  as  polymeriration  cross-linking  agent  for 
(Motein,  including  casein. 

For  use  only  as  an  inhibtor  for  monomers. 

For  use  only  as  a  dry  strength  and  formation  aid  agent 
eniftloyed  (trior  to  the  shwt-forming  u[teration  in  the 
manufocture  of  paper  and  (tafterlioard  and  tned  at  a 
level  not  to  exceed  l.S  percent  by  weight  of  finished 
dry  (ta|iei  or  pa{ierboara  fibers. 


For  use  only  as  an  antoiidant  for  fatty  l>a.sed  coating 
adjuvants  [trovided  it  is  used  as  a  level  not  to  exceed 
aOQ6%  by  weight  of  coating  solids. 

For  use  only  as  (lolymcrixation  catalyst. 


For  use  only  as  (tolynierization  catalyst. 


For  use  only  as  an  adjuvant  to  control  pulp  absorbency 
and  pitch  content  in  the  manufacture  of  pafter  and 
paperboard  |>rior  to  the  sheet-forming  o()eration. 


For  use  only  as  an  adjuvant  to  control  (>ulp  absorbency 
and  pitch  content  in  the  mamifacture  of  (taper  and 
pa(>erbaard  (trior  to  the  sheet-fmming  operation. 


For  use  only  as  setting  agent  for  (trotein. 
Complying  with  §  178.3700  of  this  chapter. 
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RULES  AND  REGUUTIONS 


lAtt  of  Buhstances 

Petroleum  asphalt,  steam  and  vacuum  refined  to  meet  the 
foUowiiig  specificatiomi;  Softeninc  point  190°  K— 200°  F, 
as  determined  by  ASTM  Method  D-3S;  penetration  at 
77®  F  not  to  eicoed  0.3  mm.,  as  determined  by  ASTM 
Method  D-5;  and  maximum  weight  loss  not  to  exceed  3% 
when  distilled  to  700°  F,  nor  to  exceed  an  additional 
1.1%  when  further  distill^  between  700°  F  and  th^ial 
decomposition. 

Petroleum  wax,  synthetic . . . . 

Phenothiar.inc _ _ _ _ _ 

Phenyl  acid  phosphate _ _ 


Phenyl-/J-naphthylamine. 


Phosphoric  acid  esters  and  polyesters  (and  their  sodium 
salts)  of  triethanolamine  fonned  by  the  reaction  of 
triethanolamine  with  polyphosphoric  acid  to  produce  a 
mixture  of  esters  having  an  average  nitrogen  content  of 
1.5  percent  and  an  average  phosphorus  content  of  .32 
percent  (as  POi). 


Poly  [acrylamide-acrylic  acid-A''(dimethyl-4miMaiBcthyl) 
aerylamidej.  produced  by  reacting  2.40  to  3.12  parts  by 
weight  of  polyacrylamide  with  1.55  parts  dimet  hylamine 
and  1  part  formaldehyde,  and  containing  no  more  than 
0.2  percent  monomer  as  acrylamide. 

Poly(2-aminoethyl  acrylate  nitrate-co-2-hydroxypropyl 
acrylate)  produced  when  one  mole  of  hydroxypropyl 
acrylate  and  three  moles  of  acrylic  acid  are  reacts  with 
three  moles  of  ethylenimine  and  three  moles  of  nitric 
acid,  such  that  a  35  percent  by  weight  aqueous  solution 
lias  a  minimum  viscosity  of  150  centipoises  at  72°  F.  as 
determined  by  RVF-series  Brookfield  viscometer  (or 
equivalent)  using  a  No.  2  spindle  at  20  r.p.m. 

Polyacrolein  (1  pait)  -sodium  bisulfite  (0.7  part)  adduct, 
containing  excess  bisulfite  (ratio  of  excess  bisulfite  to 
adduct  not  to  exceed  1.5  to  1). 

Polyamide-epichlorohydrin  modified  resin  produced  by 
reacting  adipic  acid  with  diethyicne  triamine  to  produce 
a  basic  polyamide  which  is  modified  by  reaction  wit  h 
formic  acid  and  formaldehyde  and  further  reacted  with 
epichlorohydrin  in  the  presence  of  ammonium  hy¬ 
droxide  to  form  a  water-soluble  cationic  resin  having  a 
nitrogen  content  of  13-16  percent  (KJeldalil,  dry  basis) 
such  that  a  35  percent  by  weight  aqueous  solution  has 
a  minimum  viscosity  of  75  centipoises  at  25°  C,  as  de¬ 
termined  by  Brookfield  viscosimeter  using  a  No.  1 
spindle  at  12  r.p.m. 

Polyamide-epichlorohydrin  water-soluble  thcrmoscttini. 
resins  prepMcd  by  reacting  adipic  acid,  isophthali^ 
acid,  itaconic  acid  or  dimethyl  glutarate  with  diethyb 
enetriamine  to  form  a  basic  polyamide  and  further 
reacting  the  polyamide  with  one  of  the  following: 

Epichlorohydrin. 

Epichlorohydrin  and  ammonia  mixture. 

Epichlorohydrin  and  sodium  hydrosultlte  inixturc. 

Polyamide-epichlorohydrin  water-soluble  thermosetting 
resins  prepared  by  reacting  adipic  acid  with  diethylene- 
triamine  to  form  a  basic  polyamide  and  further  reacting 
the  polyamide  xrith  an  epichlorohydrin  and  dimethyla- 
inine  mixture  such  that  the  finislicd  resins  have  a  nitro¬ 
gen  content  of  17.0-18.0  percent  on  a  dry  basis,  and  a 
viscosity  in  30  percent-by-weight  aqueous  solution  of 
350-800  centipoises  at  20°  C,  as  determined  by  a  Brook¬ 
field  viscometer  using  a  No.  3  spindle  at  30  r.p.m.  (or 
equivalent  method). 


Polyamine-cpichlorohydrin  resin  produced  by  the  reac¬ 
tion  of  bis(hexamethylene)  triamine  and  liigher  homo- 
logues  with  epichlorohydrin  such  that  the  fiifisbed  resin 
has  a  nitrogen  content  of  7.4-8.9  percent  and  chlorine 
content  of  18-21  percent  on  a  dry  basis,  and  a  minimum 
viscosity  in  20  percent  by  weight  aqueous  solution  of  30 
centipoises  at  25°  (3,  as  determined  by  Brookfield  HAT 
model  viscometer  using  a  No.  IH  spindle  at  50  r.p.m. 
(or  equivalent  method). 

Polyamine-epichlorohydrin  resin  produced  by  the  reac¬ 
tion  of  JV,JV-dimethyl-l,3-propanediamine  with  epi¬ 
chlorohydrin  and  further  reacted  with  sulfuric  acid, 
t'hemical  Abstracts  Service  Registry  Number  [27029- 
41-0],  such  that  the  finished  resin  has  a  maximum  nitro¬ 
gen  content  of  14.4  percent  (dry  basis)  and  a  minimum 
viscosity  in  30  percent  by  weight  aqueous  solution  (PU 
4-6)  of  50  centipoises  at  25°  C,  as  determined  by  Brook¬ 
field  LVT  model  viscometer,  using  a  No.  1  spindle  at 
12  r.p.m.  (or  equivalent  method). 

Polyamine-epichlorohydrin  water  soluble  thermosetting 
resin  prepared  by  reacting  hexamethylenediamine  with 
1,2-dichloroethane  to  form  a  prepolymer  and  further 
reacting  this  prepolymer  with  epichlorohydrin  such  that 
that  finished  resin  has  a  nitrogen  content  of  5.2-6A  per¬ 
cent  and  a  chlorine  content  of  32.7-34.4  percent,  on  a  dry 
basis,  and  a  minimum  viscosity,  in  25  percent  by  weight 
at^neous  solution,  of  50  centipoises  at  25*  C,  as  deter¬ 
mined  on  a  Brookfield  HAT  model  viscometer  using  a 
No.  IH  spindle  at  50  r.p.m.  (or  equivalent  method). 


lAmitatione 

For  use  only  as  a  component  of  internal  siting  of  paper 
and  paperboard  intended  for  use  in  contact  only  with 
raw  fruits,  raw  vegetables,  and  dry  food  of  the  type 
identified  under  type  VllI  of  table  1  in  paragraph  (c) 
of  this  section,  and  fwovided  that  the  asphalt  is  used 
at  a  level  not  to  exceed  5%  by  weight  of  the  finished 
dry  paper  and  paperboard  fibers. 

Complying  with  {  178.3720  of  this  chapter. 

For  use  only  as  antioxidant  in  dry  rosin  site. 

For  use  only  as  polymerixation  catalyst  in  melamine- 
formaldehyde  modified  alkyd  coatings  and  limited  to 
use  at  a  level  not  to  exceed  7%  by  weight  of  the  coating 
solids. 

For  use  only  as  antioxidant  in  dry  rosin  sire  and  limited 
to  use  at  a  level  not  to  exceed  0.4%  by  weight  of  the 
dry  rosin  sire. 

For  use  as  an  adjuvant  prior  to  the  sheet  forming  opera- 
lion  to  control  pitch  and  scale  formation  in  the  manu¬ 
facture  of  paper  and  paperboard  intended  for  use  in 
contact  wit  h  food  only  of  the  types  identified  in  para¬ 
graph  (c)  of  this  section,  table  1,  under  type  1,  IV,  V, 
VII,  VIII,  and  IX.  and  used  at  a  level  not  to  exceed 
0.075  percent  by  weight  of  dry  paper  or  paperbwd 
fillers. 

For  use  only  as  a  drainage  aid  and  retention  aid  em¬ 
ployed  prior  to  the  sheet-forming  operation  in  the 
manufacture  of  paper  and  paperboard  for  use  in  con¬ 
tact  with  fatty  foods  under  conditions  of  use  described 
in  paragraph  (c)  of  this  section,  table  2,  conditions 
of  use,  E,  F,  and  U. 

For  use  only  as  a  retention  and  drainage  aid  employed 
prior  to  the  sheet-forming  operat  ioti  in  the  manuucture 
of  paper  and  paperboard  at  a  level  not  to  exceed  0.2 
percent  by  weight  of  dry  paper  or  paperboard  fiber. 


For  use  only  as  an  agent  in  modifying  starches  and 
starch  gums  used  in  the  production  of  paper  and 
paperboard  and  limited  to  use  at  a  level  not  to  exceed 
0.09  mg/in’  of  the  finished  paper  and  paperbowd. 

For  use  only  as  a  retention  aid  and  flocculant  employed 
prior  to  the  sheet-forming  operation  in  the  manu¬ 
facture  of  paper  and  paperboard  and  used  at  a  level 
not  toexceed  0.2  percent  dry  resin  by  weight  offiiiished 
dry  paiier  or  pa]ierl)oard  filjei-s. 


For  use  only  in  the  manufacture  of  paper  and  iiaper- 
board  under  conditions  such  that  the  resins  do  not 
exceerl  1.5  iierwnt  by  weight  of  the  |)a|)er  or  pafier- 
board. 


For  iLse  only  under  the  foUowing  conditions: 

1.  As  a  retention  aid  employed  prior  to  the  sheet- 

forming  operation  in  the  manufacture  of  paper 
and  paperboard  and  limited  to  use  at  a  level 
not  to  exceed  0.12  percent  by  weight  of  the  dry 
paper  or  paperboard. 

2.  The  finished  pwer  or  paperboard  will  be  used  in 

contact  with  food  o^y  of  the  types  identifi^ 
in  paragraph  (c)  of  this  section.  Table  1,  under 
ty^  I  and  IVB  and  under  conditions  of  use 
described  in  paragraph  fo)  of  this  section. 
Table  2,  conditions  of  use  (F)  and  (O). 

For  use  only  as  a  wet-strength  agent  and/or  retention  aid 
employed  prior  to  the  sheet-forming  operation  in  the 
manufocture  of  paper  and  paperboard,  and  used  at  a 
level  not  toexceed  1  percent  by  weight  of  dry  paper  and 
paperboard  fibers. 


For  use  only  as  a  claiifier  in  the  treatment  of  influent 
water  to  be  used  in  the  manufacture  of  paper  and 
paperboard,  and  used  at  a  level  not  to  exceed  20  parts 
per  million  of  the  influent  water. 


For  use  only  as  a  wet-strength  uent  and/or  retention  aid 
amployea  prior  to  the  sheet-forming  operation  ir.  the 
manufacture  of  paper  and  paperboard,  and  need  at  a 
-  level  not  to  exoeM  1  percent  by  weight  of  dry  paper  and 
paperboard  fibers. 
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Lift  of  »iih»tancc» 


Limitoiiomt 


PolJAmi^^«pichlorohyd^iD  water  soluble  thenuosetting 
resin  prepared  by  reacting  hezamethylenediamine 
with  1,2-aichloroethane  to  form  a  prepolymer  and 
further  reacting  this  prepolymer  witn  epichlorohydrin. 
This  resin  is  then  reacted  with  nitrilotris  (methylene- 
phosphnnic  arid),  pentaaodium  salt,  such  that  the 
nnisned  resin  has  a  nitrogen  content  of  5.(H5.3  percent . 
a  chlorine  content  of  29.7-31 .3  percent :  and  a  phosphorus 
content  of  2.0-2.2  percent,  on  a  dry  basis,  and  a  mini¬ 
mum  Tiscosity,  in  2S  perrent  by  weight  aqueous  solu-* 
tion,  of  SO  centipoises  at  2S°C.,  as  determined  on  a 
Brookfield  HAT  model  viscometer  using  a  No.  Ill 
•  spindle  at  50  r.p.m.  (or  equivalent  method). 

Polyamine  resin  produced  by  the  reaction  of  l,2Hlictiloro- 
ethane  with  bis(hexamethylene)tr(amine  and  higher 
homologues  such  that  the  finished  resin  has  a  nitrogen 
content  of  13.0-LS.0  percent  on  a  dry  basis,  and  a  mini¬ 
mum  viSMSity  in  25-percent-by-weight  aqueous  solution 
of  76  centipoiM  at  25*  C..  as  determined  by  Brookfield 
HAT  moael  viscometer  using  a  No.  1  spindle  at  50 
r.p.m.  (or  equivalent  method!. 
Polyaminoamide-epichlorohydrin  modified  resin  pro¬ 
duced  by  reacting  adipic  acid  srith  diethylenetriamine 
to  produce  a  polyamioe  which  is  modified  by  reaction 
,witn  diethyiaminopropylamine  and  further  recKted 
srith  diehloroethyi  ether  to  form  a  polyamide  inter¬ 
mediate.  This  polyamide  intermediate  is  then  reacted 
with  epichlorohydiln  such  that  the  finished  resins  have 
a  nitrogen  content  of  10.9-12.4  perrent  (Kjeldahl,  dry- 
basis)  and  a  minimum  viscosity  in  40  pereent-by-weight 
aqueous  solution  of  250  centipoises  at  23*  C,  as  deter¬ 
mined  by  a  Brookfield  Model  LVT  viscometer  using  a 
No.  i  spindle  at  30  r.p.m.  (or  equivalent  method). 
Polybntene,  hyibogenated;  compMng  with  the  identity 
prescribeq  under  1  178.3740(b)  of  this  chapter. 
Poly(l,2-dimethyl-5-vinylpyridinium  methyl  sulfate) 
having  a  nitrogen  content  of  5.7  to  7.3  percent  and  a 
sulfur  content  of  11.7  to  13.3  percent  by  w^ht  on  a  dry 
basis  and  having  a  minimum  viscosity  in  30-percent- 
by-weight  aqueous  solotioo  of  2,000  centipoises  at  25* 
C.  as  determined  by  LV-series  Brookfield  visoometer 
(or  equivalent)  ming  a  No.  4  spindle  at  00  r.p.m. 
Polyethylene,  osidized;  complying  with  the  identity 
prescribed  in  {  177.1<)30(a)  of  this  chapter. 


Polyethyleneamine  mixture  produced  when  1  mole  of 
ethylene  dichloride,  1.06  moMS  of  ammonia,  and  2  moles 
of  sodium  hydroxide  are  made  to  react  so  that  a  10 
percent  aqueous  solution  has  a  minimum  viscosity  of 
40  centipoises  at  77*  F,  as  determined  by  Brookfield 
viscosimeter  using  a  No.  1  spindle  at  00  r.p.m. 

PolyMhylene  glycol  (200)  dilaurate . 


Polyethylene  glycol  (4(X))  dioleate . 

Polyethylene  glycol  (400)  esters  of  coconut  oil  fatty  acids. 

Polyethylene  glycol  (600)  esters  of  tall  oil  fatty  acids . 

Polyethylene  glycol  (400)  monolaurate . 

Polyethylene  giyool  (600)  monolaurate . . 

Polyethylene  giyool  (400)  monooleate... . 

Polyethylene  giyool  (600)  monooleate . 

Polyethylene  giyool  (4(X))  monostearate . 

Polyethylene  giyool  (600)  monostearate . 

Polyethylene  giyool  (8,000)  monostearate . 

Polyethylenimine,  produced  by  the  polymerization  of 
ethylenimine. 


Polymelliitcrylic  acid,  sodium  salt,  having  a  viscosity  in 
3(>-perceiit -by -weight  aqueous  solution  of  125-325  centi- 
poues  at  25*  C  as  determined  by  LV-serim  Brookfield 
visoometer  (or  equivalent)  using  a  No.  2  spindle  at 
60  r.p.m. 

Polymethacrylic  acid,  sodium  salt,  having  a  viscosity  in 
4(>-percent-by-weight  aqueous  solution  of  400-700  centi- 
potses  at  25*  C,  as  determined  by  LV-serice  Brookfield 
visoometer  (or  equivalent)  using  a  No.  2  spindle  at 
30  r.p.m. 

Poly((methylimino)  (2-hydroxytrimethylene)  hydro¬ 
chloride)  produced  by  reaction  of  1:1  molar  ratio  of 
methylamine  and  epichlorohydrin  so  that  a  31  percent 
aqueous  solution  at  25°  C  has  a  Stokes  viscosity  ranm 
of  2.5-4.0  as  determined  by  A8TM  Method  D  1545-U. 

Poly  loxyethylene  (dimethyliminio)  ethylene  (dimethyl- 
iminio)  ethylene  dichloiiidel  producM  by  reacting 
equimolar  quantities  of  N,A7,,V',iV'-tetramethylethyl- 
enediamine  and  diehloroethyi  ether  to  yield  a  solution 
of  the  solid  ploymer  in  distilled  water  at  25*  C  with  a 
reduted  visco^ty  of  not  less  than  0.15  deciliter  per  gram 
as  determined  by  A8T^  Method  I>  1243-66.  The  follow¬ 
ing  formula  is  used  for  determining  reduced  viscosity. 


t-U 

Reduced  viscosity  in  terms  of  deciliters  per  gram- - , 

f.XC 

where; 

(—Solution  efflux  time. 

(a— Water  efflux  time. 

C— Concentration  of  solution  in  terms  of  grams  |>er 
deciliter. 

Polypropylene  glycol  (minimum  molecular  weight  1 ,000)  .. 

Potassium  persulfate . 

Propylene  glj-col  alginate . 


F or  use  only  as  a  wet-strength  went  and/or  retentioo  aid 
employed  prior  to  the  sheet-forming  operation  in  the 
manufacture  of  paper  and  paperboanl.  and  used  at  a 
level  not  to  exceed  1  percent  by  weight  of  dry  paper 
and  paperboard  filters. 


For  use  only  as  a  retention  aid  and/or  fiocculent  em¬ 
ployed  prior  to  the  sheet-forming  oueiatioa  in  the 
maimfacture  of  paper  and  paperboaru  and  used  at  a 
level  not  to  exceed  0.1  percent  by  weight  of  dry  paper 
or  paperboeu-d  fibers. 


For  use  only  as  a  wet-strengtii  agent  and/or  retention 
aid  employed  prior  to  the  sheet-forming  operation  in 
the  manufacture  of  paM  and  paperboard,  and  u-sed 
at  a  level  not  to  excM  OA  percent  by  weight  of  the 
finished  dry  paper  and  paperboard. 


For  use  only  as  provided  in  |{  175A00,  178.3740  and 
178^3800  of  coAptcr. 

For  use  only  as  an  adjuvant  employed  in  the  manu¬ 
facture  of  paper  and  paperboard  prior  to  the  sheet- 
forming  opwation. 


For  use  only  as  component  of  coatings  that  contact 
food  only  of  the  type  identified  under  type  VU-B  of 
table  1  in  paragraph  (c)  of  this  section,  and  limited  to 
luw  at  a  level  not  to  exceed  50  perceent  by  weight  of 
the  coating  solids. 

For  use  only  as  a  retention  aid  employed  prior  to  the 
sheet-forming  operation  in  the  manufacture  of  paper 
and  paperbwd. 


For  use  only  as  an  adjuvant  employed  ia  the  manu¬ 
facture  of  paper  and  paperboard  prior  to  tbe  sheet- 
forming  openrtion. 


For  use  only  as  an  adjuvant  employed  prior  to  sheet 
formation  in  paper-making  systems  operated  at  a 
pH  of  4.5  or  higher,  and  limited  to  use  at  a  level  not  to 
exceed  5%  by  weight  of  finished  dry  paper  or  paper- 
board  fibm 

For  use  only  as  a  coating  adjuvant  for  eontrolliw  vis¬ 
cosity  when  used  at  a  level  not  to  exceed  0.3%  by 
weight  of  coating  solids. 


For  use  only  as  a  coating  adjuvant  for  controlling  vie- 
cosity  when  used  at  a  level  not  to  exceed  0.1%  by 
weight  of  coating  solids. 


For  use  only  as  a  retention  aid  employed  prior  to  tbe 
sheet-forming  operation  in  such  an  amount  that 
finished  paper  and  paperboard  will  contain  tbe  addi¬ 
tive  at  a  level  not  in  exceess  of  1  percent  by  weight  of 
tbe  dry  paper  and  paperboard. 

For  use  only  to  improve  dry-stren^h  of  paper  and  paper- 
board  and  as  a  retention  and  drainage  aid  em^yed 
prior  to  the  sheet-forming  opsratloo  in  the  manulacttca 
of  paper  and  paperboard  and  limited  to  use  at  a  level 
not  to  exceed  0.1  percent  by  weight  of  tbe  finished  dry 
paper  and  paperboard  fibers. 
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RULES  AND  REGULATIONS 


Utt  0/  tubatancet  Limitationa 

Protein  hydrolysate  from  animal  hide*  or  soybean  itrotein 
condensed  with  oleic  and/or  stoarto  aoid. 

Rapeseed  oil,  solfated  ammoninm,  potassiam,  or  sodiom 
s^t. 

Rioebran  oil,  suUsted  ammonium,  potassium,  or  sodium 
salt. 

Roan  and  rosin  derivaUves . . .  As  provided  in  1  178.3870  of  this  chapUr. 

Sodium  carbox)nnethyl  guar  gum  having  a  viscosity  ot  For  use  only  as  a  dry-strength  and  formation-aid  agent 
2,700^,300  centipoises  at  25°  C  after  24  boon  as  de-  employed  prior  to  the  sheet-forming  operation  in  the 

termined  by  RV-series  Brookfield  visoometer  (or  manuucture  of  paper  and  p^terboard  and  used  at  a 

equivalent)  using  a  No.  4  spindle  at  20  r.p.m.  and  using  level  not  to  exceed  1%  by  weight  of  finished  dry  paper 

a  test  sample  prepared  by  dissolving  8  grains  of  sodium  or  paperboard  fibers, 

carboxymethyl  guar  gum  in  392  milliliters  of  0.2  percent 
by  weight  aqueous  sodium  o-phenylphenate  solution. 

Sodium  dioctyl  sulfosuccinate . . 

Sodium  fbrm^dehyde  sulfoxylate - ..... _ ...........  For  use  only  as  polymerization  catalyst. 

Sodium  hypochlorite . . . . . . . 

Sodium  N-methyl-N-oleyltaurate .  For  use  only  as  an  adjuvant  to  control  pulp  absorbency 

and  pitch  content  in  the  manufacture  of  paper  and 
p^ierboard  prior  to  the  sheet-forming  operation. 

Sodium  nitrile . .  For  use  only: 

1.  At  levels  not  to  exceed  0.2%  by  weight  of  lubricants 

or  release  agents  applied  at  levels  not  to  exceed 
1  lb.  per  ton  of  finished  paper  or  paperboard. 

2.  As  an  anticoirosion  agent  at  levels  not  to  exceed 

0.2%  by  wei^t  of  wax  emulsions  used  as  inter¬ 
nal  ^ing  in  the  manufacture  of  paper  and  paper- 
board  prior  to  the  sbeet-forming  operation. 


Sodium  persulfate . . . ...... 

Sodium  polyacrylate . ' . .  For  use  only: 

1.  As  a  thickening  a^nt  for  natural  rubber  latex 

coatings,  provided  it  is  used  at  a  level  not  to 
exceed  2  percent  by  weight  of  coating  solids. 

2.  As  a  pigment  dispersant  in  ooatinn  at  a  level  not 

to  exceed  0.25  percent  by  wei^t  of  pigment. 

Sperm  oil,  sulfated,  ammonium,  potassium,  or  sodium  salt.  . 

Stannous  oleate . . 

8tearyl-2-lactylic  add  and  its  ealdum  salt . . 

Styrene-maleic  whydride  copolymer,  sodium  salt  (minimum  For  use  only : 
molecular  weight  30,000).  1.  As  a  coating  thickening  agent  at  a  level  not  to 

exceed  1%  uy  weight  of  coating  solids. 

2.  As  surface  size  at  a  level  not  to  exceed  1%  by 
weight  of  paper  or  paperboard  substrate. 

Styrene-methacrylic  acid  copolymer,  potassium  salt  (mini-  For  use  only  as  a  coating  thickening  agmt  at  a  level  not 
mum  molecular  weight  30,000).  to  exceed  1%  by  weight  of  coating  solids. 

Tallow . 

Tallow  alcohol . . 

Tallow  alcohol,  hydiogmated . . . . . 

Tallow  fetty  add,  hydrogenated . 

Tallow  hydrogenated . . . 

Tallow  sulfat^,  ammonium,  potassium,  or  sodhim  salt _ 

Tetraethylenemntamine _ _ _  For  use  only  as  a  modifier  for  amino  resins. 

N,N,N’,  Af'-Tetramethylethylenediamine  polymer  with  Foruseouly  as  a  flocculent,  drainage  aid  or  retention  aid 
bis-(2-diloroethyl)  ether,  first  reacted  with  not  more  than  employed  prior  to  the  sheet  forming  operation  in  the 
5  percent  by  weight  l-chloro-2,3-epoxypropiuie  and  the  re-  nunufocture  of  paper  and  paperboard  and  limited  to 
acted  with  not  more  than  5  percent  by  weight  poly  (acrylic  use  at  a  level  not  to  exceed  0.2  percent  by  weight  of  the 

add)  such  that  a  50  percent  by  weight  aqueous  solution  of  finished  dry  paper  and  paperboiu'd  fibers, 

the  product  has  a  nitrogen  content  of  4.7-4.9  percent  and 
viscosity  of  360-700  centipoises  at  25°  C  as  determined  by 
LV  series  Brookfield  visoometer  using  a  No.  2  spindle  at  60 
r.pm.  (.or  by  other  equivalent  method). 

Tetrasodium  N -  (1,2  -  dicarboxycthyl)  -  N-  ocladecylsulfo-  For  use  only  as  an  emulsifier  in  aqueous  dispersions  of 
succinamate.  rosin  sizes  complying  with  }  178.3870(a)(4)  of  tliis 

chapter  and  limits  to  use  prior  to  the  sheet-forming 
operation  in  the  manufacture  of  paper  and  paperboard 
at  a  level  not  to  exceed  0.02  pet  by  weight  of  finished 
paper  and  paperboard. 

Triethanolamine . . .  For  use  only  to  adjust  pH  during  the  manufacture  of 

amino  resins  permitted  for  use  as  components  of  paper 
and  paperbo^. 

Triethylene  glycol  adipic  acid  monoester  produced  by  For  use  only  as  a  curl-control  agent  at  a  level  not  to 
reacting  equimolar  quantities  of  triethylene  glycol  and  exceed  2"'b  by  weight  of  coated  or  uncoated  paper 
adipic  acid.  and  paperboard. 

Trietnylenetetramine .  For  use  only  as  a  modifier  for  amino  resins. 

Undet^uorocyclohexanemHlianol  ester  mixture  of  For  use  only  as  an  oil  repellent  at  a  level  not  to  exceed 


dihydrogen  phosphate,  compound  with  2,2'-iminodi-  0.087  lb  (0.046  lb  of  fluorine)  per  1,000  ft*  of  treated 

ethanol  (1:1);  hydrogen  phosphate,  compound  with  paper  or  paperboard,  as  determined  by  analysis  for 

2,2'-iminodiethanol  (1:1);  and  P,P'-dihydrogen  pyro-  total  fluorine  in  the  treated  paper  or  paperboard  with- 

pbospbate,  compound  with  2,2'-iminodiethanol  (12);  out  correction  for  any  fluorine  which  might  be  present 

where  the  e.sler  mixture  has  a  fluorine  content  of  48.3  in  the  untreated  paper  or  paperlioard,  when  such  paper 

pet  to  53.1  pet  as  determined  on  a  solids  basis.  or  paperboard  is  used  in  contact  with  food  only  of  the 

t  ypes  identified  in  paragraph  (c)  of  this  section,  table  1, 
under  typ^  IVA,  V,  VIIA,  VIII,  and  IX,  and  under 
the  conditions  of  use  B  throi^h  ti  described  in  table 
2  of  paragraph  (c)  of  this  section. 

Viscose  rayon  fibers . 

Wax,  petroleum .  Complying  with  { 178.3710  of  this  chapter. 

Xanthan  gum,  conforming  to  the  identity  and  specifica-  Fch-  use  only  at  a  maximum  level  of  0.125  percent  by 
tions  prescribed  in  {  172.095  of  this  chapter,  except  that  weight  of  finished  paper  as  a  suspension  aid  or  stabi- 

tbe  residual  isopropyl  alcohol  sbfUl  not  exceed  6,000  lizer  for  aijueous  pigment  slumes  employed  in  the 

parts  per  million.  manufacture  of  paper  and  paperboard. 

Xylene  sulfonic  acid-formaldehyde  condensate,  sodium  For  use  only  as  an  adjuvant  to  control  pulp  absorbency 
salt.  and  pitch  content  in  the  manufacture  of  paper  and 

'  paperboard  prior  to  the  sheet-forming  oi>eration. 

Zinc  formaldehyde  sulfoxylate .  For  use  only  as  polymerization  catalyst. 

Zinc  octoate . : . 

Zirconium  oxide .  Fm  use  only  as  a  component  of  waterproof  coatings 

where  the  zirconium  oxide  is  present  at  a  level  not 
to  exceed  1  percent  by  weight  of  the  dry  paper  or 
paperbowd  nber  and  where  the  ziremium  oxide  is 
produced  by  hydrolysis  of  zirconium  acetate. 
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(b)  Substances  identified  in  para¬ 
graph  (b)  (1)  and  (2)  of  this  section  may 
be  used  as  components  of  the  food-con¬ 
tact  surface  of  paper  and  paperboard, 
provided  that  the  food-ccmtact  surface  of 
the  paper  or  paperboard  complies  with 
the  extractives  limitations  prescribed  in 
paragraph  (c>  of  this  section. 


(1)  Substances  identified  in  §  175.300 

(b)(3)  of  this  chapter  with  the  excep¬ 
tion  of  those  identified  in  paragraph 
(b)(3)  (V).  (XV),  (XX),  (xxxi),  and 

(xxxii)  of  that  secticm  and  paragraph 
(a)  of  this  section. 

(2)  Substances  identified  in  this  para¬ 
graph  (b)(2)  follow: 


lA»t  of  subutancei 

XcryUniidr  oopolymeri*e<l  with  ethyl  arrylHte  and  or 
strycne  and/or  methacrylic  acid.  suf>.se<|ucntly  reacted 
with  formaldehyde  and  butyl  alcohol. 

Acrylamide  copolymerized  with  ethylene  and  vinyl  chlo¬ 
ride  in  such  a  manner  that  the  finished  copolymers  have 
a  minimum  weight  average  molecular  weight  of  SO.IDin 
and  contain  not  more  than  3.5  weight  percent  of  total 
polymer  units  derived  friuji  acrylamide,  and  in  such  a 
manner  that  the  acrylamide  portion  may  or  may  not  be 
sub^uently  partially  hydrolysed. 

Acrylic  copolymers  produced  by  coiwlymerizing  2  or  more 
of  the  acrylate  monomers  butyl  acrylate,  ethyl  acrylate, 
ethyl  methacrylate,  methyl  a'TjIate.  methyl  methacry¬ 
late.  and  n-propyl  methacrylate,  or  product  by  copoly- 
nierizing  one  or  more  of  such  acrylate  monomers  together 
with  one  or  more  of  the  monomers  acrylic  acid,  acrylo¬ 
nitrile.  butadiene.  2-etbyl-liexyl  acrylate,  fumaric  acid, 
glyddyl  metiiacrylate.  a-hezyl-niethacrylate.  itaconic 
acid,  methacrylic  acid,  styrene,  vinyl  acetate,  vinyl 
chloride,  and  viuylidene  chloride.  The  finished  copoly¬ 
mers  slidl  contain  at  least  50  weight  percent  of  polymer 
units  derived  from  one  or  more  of  the  monomers  butyl 
acrylate,  ethyl  acrylate,  ethyl  methacrylate,  methyl 
acrylate,  methyl  methacrylate,  and  fi-|>ropyl  methacry¬ 
late;  and  shall  contain  not  more  than  5  weight  percent  of 
total  polymer  units  derived  from  acrylic  acid,  fumaric 
acid,  glycidyl  methacrylate,  n-hexyl  methacrylate, 
itaconic  acid,  and  nictliacrylic  acid.  The  provision  limit¬ 
ing  the  finished  acrylic  copolymers  to  not  more  than  ."> 
units  derived  from  acrylic  acid,  fumaric  acid,  glycidyl 
methacrylate,  n-hexy!  methacrylate,  itaconic  arid,  and 
methacrylic  aelti  is  not  applicable  to  finished  acrylic 
copolymers  used  ivs  coaling  adluvants  at  a  level  not  ex¬ 
ceeding  2  weight  i>crc<‘nt  of  total  coating  solids. 

n-Alkylsulfonate  (alkyl  group  is  in  the  range  .Ca-f'ii  with 
not  less  than  50  percent  Cii-CmI- 

2-Bromo-l'-hydroxyacetophenone  . . 


Butylbenxyl  phthalate . . . . 

Butyl  oleate,  sulfated,  ammonium,  instassium,  or  sodium 
salt. 


Bntyraldehyde . . . 

Captan  (iV-trlchloromethylmercapto-l-<-yclohexene-t,  2- 
dicarboximide). 


Castor  Oil,  |x)lyoxyethylaled  (42  moles  ethylene  oxide) _ 


l-(3-<'lilnroallyl)-3,5,7-tria7a-l-a7.uni:)a<laiiianlanc  chloride. 


fop|<er  K-<|uinolinoiate _ _ _ 

Cyclited  rubUir  produced  wlien  natural  pale  crepe  rubber 
dissolved  in  phenol  is  catalytically  cyclUed  so  that  the 
finished  cyriized  rubber  has  a  melting  point  of  203*  F- 
311®  F  as  determined  by  A3TM  Method  E-28-58T  and 
contains  no  more  tlian  4,000  p.p.m.  of  residual-free 
phenol  as  determined  by  a  gas  liquid  chromatographic 
method  available  upon  request  from  the  Commissioner 
of  Food  and  Drugs. 

Dibutyl  phthalate . . . . . . 

Dlbutyl  sebacate _ _ _ _ 

DKCr.C^ralkyl)  adipate... . . . . . 

Dicyclohexyl  phthalate . 

Diethylene  glycol  ester  of  the  adduct  of  terpene  and  maleic 
anhydride. 

Dihydroxy  dichloro<liphenyl  methane . 

Dimethylpolysiloxane,  100  centistokes  viscosity . 

Dimethylpolysiloxane^ta-phenyletbyl  methyl  poly- 
siloxane  copolymer  (2:1),  200  to  400  centistokes  viscosity. 
A'.Af'Diphenyl-p-phenytenediamine . . 

Disodium  .V-octadecylsulfosuccinamatc . . 


EDTA  (ethylenediaminetetraacetic  acid)  and  its  sodium 
and/or  calcium  salts. 

Ethylene-acrylic  aci<l  copolymers  produced  by  the  copo- 
lymerization  of  ethylene  and  acrylic  acid  and/or  their 
partial  ammonium  salts.  The  finished  copolymer  shall 
contain  no  more  than  25  weight-percent  of  polymer  units 
derived  from  acrylic  acid  and  no  more  UiM  0.35  weight 
percent  of  residual  monomeric  acrylic  acid,  and  have  a 
melt  index  not  to  exceed  350  as  letermined  by  ASTM 
method  D  1238. 


l.imitationt 


Fur  use  onl.\  a.-^  coalings  or  comfonciits  of  c<ialings. 


For  use  only  as  an  emulsifier  for  vinyUdene  chlorida 
copolymer  coalings  and  limited  to  use  at  a  level  not  to 
exceed  2  percent  by  weight  of  the  coating  aoUda. 

For  use  only  as  a  preservative  for  coating  formnlatiofis, 
binders,  pigment  slurries,  and  siting  solntions  at 
a  level  not  to  exceed  0.006  percent  by  weight  of  the 
coating,  solution,  slurry  or  emulsion. 

Complying  with  1178.3740  of  this  chapter. 


For  use  only  as  a  mold-  and  mildew-proofing  agent  in 
coatings  intended  for  use  m  contact  xrith  foM  only  of 
the  types  identified  in  paragraph  (c)  of  this  section, 
table  1,  under  type  1, 11,  Vl-B,  and  VIII. 

For  use  only  as  an  emulsifler  In  nitrocellulose  coatings 
for  paper  and  paperboard  intended  for  use  in  contact 
with  food  only  of  the  types  identified  in  paranaph 
(c)  of  this  section,  table  1,  under  types  IV  A,  V, 
V’ll  A,  VIII,  and  IX;  and  limited  to  use  at  a  level 
not  to  exceed  8  percent  by  weight  of  the  coating  solids. 

Fur  use  only  as  a  preservative  at  a  level  of  0.3  weight 
percent  in  latexes  used  as  pigment  binders  in  paper 
and  paperboard  intended  for  use  in  contact  xrith 
food  only  of  the  types  identified  in  paragraph  (c)  of 
this  section,  table  1,  under  types  V,  VIII,  and  IX  and 
under  the  conditions  of  use  described  in  paragraph 
(c)  of  this  section,  table  2,  conditions  of  use  E,  F,  and 
G. 

For  use  only  as  preservative  for  coating  formulations. 

For  use  only  in  coatings  for  paper  and  paperboard 
intended  for  use  in  contact  with  food  only  of  the  types 
identified  in  paragraph  (c)  of  this  section,  table  1, 
under  types  V III  and  IX. 


Co  iplying  with  {  178.3740  of  this  chapter. 


For  use  only  as  preservative  for  coating  formulationa. 


F'or  use  only  as  polymerization  inhibitor  in  2-salfoethyl 
methacrylate,  sodium  salt. 

For  use  only  as  an  emulsifler  in  resin  latex  coatings  and 
limited  to  use  at  a  level  not  to  exceed  0.06%  by  xreight 
of  the  coating  solids. 
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Formal  «1<'liydr . 
Olyoxal _ 


Lint  of  substance* 


Glyceryl  luonobutyl  rioiiioleate _ 

Bydroxymetiiyl  derivatives  (mixture  of  mono  and  poly)  of 
1N-(1,  l-dimethyl-3-oxobutyl)  acrylamide)  produced  by 
reacting  1  mole  of  the  (N-(l,l-dimethyl-3H>xobutyi) 
acrylamide]  wit  h  3  moles  of  formaldehyde  such  that  t  he 
finished  product  has  a  maximum  nitrogen  content  of  6.2 
percent  and  a  maximum  hydroxyl  content  of  15  percent 
by  weight  on  a  dry  basis. 

Isobutyl  oleate,  sulfated,  ammonium,  pota.ssium,  or 
sodium  salt . 

Maleic  anhydride  adduct  of  butadiene-styrene  copolymer. 
a-Methylsiyrene-vinyl-toluene  copolymer  resins  (molar 
ratio  I  a-methylstyrene  to  3  vinvltoliiene). 
Naphthalene  sulfonic  acid-formaldehyde  condensate, 
s^iuni  salt. 

Oleylalcohol . . . . . - . .  .. 

Uxasolidinyletliylmethacrylate  tt'AS  Registry  No. 
46236-15-1)  copolymer  with  ethyl  acrylate  and  methyl 
methacrylate,  and  containing  not  more  than  6  percent 
by  weight  of  oxaeolidinylethylmetharrylate.  Maximum 
nitrogen  content  shall  be  0.5  iwrcent  and  number  aver¬ 
age  molecular  weight  of  that  [lortion  of  the  copolymer 
soluble  in  tetrahydrofuran  shall  be  not  less  than  .Vl.tXII). 

Pentaerythritol  tetrastearatc . . . . 

Petroleum  alicyclic  hydrocarbon  resins,  or  the  hydro¬ 
genated  product  thereof,  meeting  the  following  specifi¬ 
cations;  f^flening  point  97°  C  minimum,  as  detennined 
by  ASTM  Method  E  28-58T;  aniline  point  120°  C 
minimum,  as  determined  by  ASTM  Method  D  611-tM: 
and  specific,  gravity  0.96-0.!t9  (20°  C/ao°  C),  Such 
petroleum  hydrocarbon  resins  are  produced  by  the 
catalytic  polymerization  of  dienes  and  olefins  from 
low-boiling  distillates  of  cracked  petroleum  stocks  Uiat 
contain  no  material  boiling  over  200°  C  and  that  meet 
the  ultraviolet  absorbance  limits  prescrilied  in  {  172.889 
(b)  of  this  chapter  when  subjected  to  the  analytical 
procedure  described  in  §  172.886(b)  of  this  ebapU'r, 
modified  as  follows:  Treat  the  product  as  in  the  first 
paragraph  under  “Procedure"  in  $  172.250(b)(3)  of  this 
chai>ter.  Then  proceed  with  {  172.886(b)  of  this  cha|>ter, 
starting  with  the  paragraph  commencing  with  “Prompt¬ 
ly  complete  traiiMcr  of  the  sample  *  • 

Polyester  resin  formed  by  the  reaction  of  the  methyl  »«ter 
of  rosin,  phthalic  anhydride,  maleic  anhydride  and 
ethylene  glycol,  such  that  the  {xtlyester  resin  has  an 
acid  iiumbCT  of  4  to  11,  a  drop-softening  point  of  70°  C- 
92°  C.,  and  a  color  of  K  w  pMer. 

Polyester  resin  produced  by  reacting  the  acid  groups  in 
montan  wax  vdth  ethylene  glycol. 

Polyethylene,  oxidized . . . . . . . . . 

Polyethylene  reacted  with  maleic  anhydride  such  that  the 
modified  polyethylene  has  a  saponification  tmmber  tiot 
in  excess  of  6  after  Soxhlet  extraction  for  24  hours  with 
atihydrous  ethyl  alcbol. 

Polyoxyethylated  (40  moles)  tallow  alcohol  sulfafe, 
solium  salt. 

I’olyoxypropylene-polyoxyethylene  block  polymers  (min¬ 
imum  molecular  weight  6,800). 

Poyvinyl  acetate _ _ _ _ _ _ 

Polyvinyl  alcohol  (minimum  viscosity  of  4%  atfueous 
solution  at  20°  C.  of  4  centipoises). 

Polyvinyl  butyral . . 

Polyvinyl  forma . . . . . . . . 

Polyvinylidene  chloride . . . . . 

Polyvinyl  pyrrolldone . . . . . 

Polyvinyl  stearate _ _ _ _ - 

Propylene  glycol  mono-  and  dlesters  of  fats  and  fatty  acids. 

Sodiuhi  decylbenzenesulfonate _ _ - . 

Sodium  dihexyl  suUosucclnate . . . . . 

Sodium  «-dodecylpolyethoxy  (50  moles)  sulfate-sodium 
is^odecylphcnoxyixflyethoxy  (40  moles)  sulfate  mix¬ 
tures. 


Sodium  2-ctbylhexyl  sulfate _ 

Sodium  oleoyl  isopropanolamide  siilfosuccinate . 

Sodium  pentachlorophenate . . — 

Sodium  o-phenylphetiate . 1 _ _ _ _ 

Sodium  vinyl  sulfonate  polymerized... . . 

Styrene  copolymers  produced  by  copolraierlzing  styrene 
with  maleic  anhydride  and  its  methyl  and  Mc-butyl 
esters.  Such  copolymers  may  contain  fi-nitrostyrene  as 
a  polymerization  chain  terminator. 

Styrene-butadiene  copolymers  oentaining  not  more  than 
10  weight  percent  of  polymer  units  derived  by  copoly- 
merization  with  one  or  more  of  the  following  monomers; 

Acrylic  acid. 

Fumaric  acid. 

2-Hydroxyethyl  acrylate. 

Itaconic  acid. 

Metbacrylic  acid. 

Styrene-butadiene  copolymers  with  2-hydroxyeUiyl 
acrylate  and  acrylic  acid  containing  not  more  than  15 
weight  percent  acrylic  acid  and  no  more  than  20  weight 
percent  of  a  combination  of  2-hydroxyethyl  acrylate 
and  acrylic  acid. 


copolymers  I 

^nimum  average  molecular  weight  of  835  as  determined 
by  ASTM  Method  D  2503. 


Limitations 

For  use  only  as  preservative  for  coating  formulations. 
For  use  only  as  an  insolubilizing  agent  in  starch-  and 

Cin-ba^  coatings  that  contact  nonalcoholic 
,  and  limited  to  use  at  a  level  not  to  exceed  6 
percent  by  weight  of  the  starch  or -protein  fraction  of 
the  coating  solids. 

For  use  only  as  a  comoninoer  in  polyvinyl  acetate  latex 
coatings  and  limited  to  use  at  a  level  not  to  exceed 
1  percent  by  weight  o'  dry  iiolynier  solids. 


For  usi'  only  as  a  binder  for  pigment  coiifings  as  a  binder 
level  not  io  exceed  4.0  pcn-eiit  by  weight  of  dry  pa|>er 
or  pnperlioard. 


For  use  only  as  modifiers  in  waxpolyiner  blend  coatings 
for  corrugated  paperboard  intended  for  use  in  bulk 
packa^iig  or  raw  fruits,  raw  vegetables,  iced  meat 
iced  fish,  and  iced  poultry;  and  limited  to  use  at  a 
level  not  to  exceed  30  weight-percent  of  the  coatitig 
solids. 


t'omplying  with  {  177.1620  of  tliis  chapter. 


Not  to  exceed  300  p.p.m.  in  finished  coated  paper  or 
paperboard. 


For  use  only  as  an  emulsifier  in  coatings  that  contact 
food  only  of  the  tyiies  identified  in  pat^raph  (c)  of  this 
section,  table  1  ,under  types  IV-A,  V,  VII,  VIII,  and 
IX;  and  limited  to  use  at  levels  not  to  excera  0.75  per¬ 
cent  by  weight  of  the  coating  solids. 


For  use  only  as  preservative  for  coating  formulations. 
Do. 


For  use  only  as  a  coating  or  component  of  coatings  and 
limited  to  use  at  a  level  not  W  exceed  1%  by  weight  of 
paper  or  paperltoard  substrate. 


For  use  only  itt  coatings  for  paper  and  paperboard  In¬ 
tended  for  use  in  contact  with  nonfatty  food  and  limited 
to  use  at  a  level  not  to  exceed  50%  by  weight  of  the 
coating  solids. 
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I.imitationn 


Stynne-taobatylene  topolymers  (weight  average  moleen- 
lar  arelght  not  less  than  6, MO). 


Btyrene-maleic  anhydride  copolymers. 


Btyrene-methacrylic  acid  copolymers  containing  no  more 
than  S  weight  percent  of  polymer  units  derived  from 
metbacrylic  acid. 

•4p-(l,lA*-Telramethylbutyl)  plien>i)-otr»/ya-hydroxy- 
poly  (oxyelhylene) hydrogen  sulfate,  sodium  sadt  mix* 
tore  with  a-lp-(l,l.S,j-tetramethylbutyPphenyll-oaiepo- 
hydroxypoly (oxyethylene)  with  hot  h  substances  having 
•  poly(oxyathylana)  content  averaging  3  moles. 


MuUoethyl  methacrylate,  sodium  salt  [C.A.  Registry 
Na  lOM^-W-O]. 


Tetrmsodium  JV’-(l,2-dicarboxyethyl)-.V-octadecyIsulfosuc- 
cinamate. 


Tohienesulfonamide-formaldeliyde  resins . . 

Vinyl  acetate  copolymers  produced  by  oopolymeritlng 
▼ihyl  acetate  with  one  or  more  of  the  monomers  acryla¬ 
mide,  acrylic  acid,  acrylonitrile,  blcyclo-[2.2.1ieep<-2- 
ene-ft-methylacrylate,  butyl  acrylate,  crotonic  acid, 
decyl  acrylate,  diallyl  fumarate,  diallyl  maleate,  diallyl 
phthalate,  dibntyl  fumaratel  dihutyl  itaconate,  dibutyl- 
maleate,  di(2-ethylhexyl)  maleate,  divinyl  benzene, 
ethyl  acrylate,  2-ethyl-hexyl  acrylate,  fumaric  acid, 
itaoonic  acid,  maleic  acid,  metbacrylic  acid,  methyl 
acrylate,  methyl  methacrylate,  mono(2-«thyIhexyl) 
maleate,  monoethyl  maleate,  styrene,  vinyl  butyrate, 
vinyl  crotonate,  vinyl  liexoata,  vinylidene  chloride, 
vinyl  pelargonate,  vinyl  propionate,  vinyl  pyrrolidone, 
vinyl  stearate,  and  vinyl  sulfonic  acid.  The  finished 
copolymers  shall  contain  at  least  50  weight  percent  of 
polymer  units  derived  from  vinyl  acetate  and  shall  con¬ 
tain  no  more  than  5  weight  percent  of  total  polymer 
units  dwived  from  acrylamide,  acrylic  acid,  crotonic 
acid,  decyl  acrylate,  dibutyl  itaconate,  di(2-ethylhexyl) 
maleate,  fumaric  acid,  itaconic  acid,  maleic  acid,  meth- 
acrvlic  acid,  mono(2-ethylhexyl)  maleate,  monoethyl 
msJeate,  vinyl  butyrate,  vinvl  hexoate,  vinyl  pelargo- 
nate,  vinyl  propionate,  vinyl  stearate,  and  vinyl  nl> 
fonic  acid. 

Vinyl  acetate  polymer  with  ethylene  and  Af-(hydroxT> 
methyl)  acrytamide  containing  not  more  than  6  weight 
percent  of  total  polymer  units  derived  from  Af-Chydroxy- 
methyl)  acrylamide. 


>^yl  chloride  copolymers  produced  by  copolymeriiing 
vinyl  chloride  with  one  or  more  of  the  monomers  acryk^ 
nitrile;  fumaric  acid  and  its  methyl,  ethyl,  propyl, 
butyl,  amyl,  hexyl,  faeptyl,  or  octvl  esters;  maleic  acid 
and  its  methyl,  ethyl,  propyl,  butyl,  amyl,  hexyl, 
heptyl,  or  octvl  esters;  maleic  anhydride;  5-norbomene- 
2, 3-dicarboxylic  add;  mono-n-buty I  ester;  vinyl  acetate; 
and  vinylidene  chloride.  The  finished  copolymers  shall 
contain  at  least  SO  weight  percent  of  polymer  units  de¬ 
rived  from  vinyl  chloride:  shall  contain  no  more  than  5 
weight  percent  of  total  polymer  units  derived  from 
fumaric  and/or  maleic  add  and/or  their  methyl,  ethyl, 
propyl,  butyl,  amyl,  heptvl,  or  octyl  monoesters  or 
from  maleic  anhydride  or  from  mono-n-butyl  ester  of 
6-norbomene-2,  3-dicarboxylic  acid  (however,  in  any 
case  the  ftnisbed  copolymers  shall  contain  no  more  than 
4  weight  percent  of  total  (lolyiner  units  derived  from 
mono-n-butyl  ester  of  ^norbornene-2,3-dicarboxylio 
acid). 

Vinyl  chloride-vinyl  acetate  hydroxyl-modified  copoly¬ 
mers. 

Vinyl  chloride-vinyl  acetate  hydroxyl-modified  copoly¬ 
mers  reacted  with  trimellitic  anhydride. 

Vinylidene  chloride  copolymers  produced  by  copolymer¬ 
izing  vinylidene  chloride  with  one  or  more  of  the  mono¬ 
mers  acrylamide,  acrylic  acid,  acrylonitrile,  butyl 
acrylate,  butyl  methacrylate,  ethyl  acrylate,  ethyl 
methacrylate,  fumaric  acid,  itaconic  arid,  methacryUc 
acid,  methyl  acrylate,  methyl  methacryl^,  ocladecyl 
methacrylate,  propyl  acrylate,  propyl  methacrylate, 
vinyl  chloride,  and  vinyl  sulfonic  acid.  The  fimshed 
copolymers  shall  contain  at  least  50  weight  percent  of 
polymer  units  derived  from  vinylidene  chloride;  and 
shall  contain  no  more  than  5  weight  percent  of  total 


methacrylate,  and  vinyl  sulfonic  acid. 


For  n.*e  only  in  coatings  lor  paper  and  papcrlxukrd  in¬ 
tended  lor  use  in  contact  under  conditions  of  use 
U.  U  described  in  Table  2  ol  paragraph  (c)  of  this 
sectiem,  with  food  of  types  I,  11,  IV-B,  VT-B,  VIl-B, 
and  VlII  described  in  Table  1  of  paragTa(>h  (c)  of  this 
section;  and  Umited  to  u<e  at  a  level  not  to  exceed  40 
percent  hy  weight  of  the  coating  solids. 

For  use  only  as  a  coating  or  comiKMient  of  coatings  and 
limited  for  use  at  a  level  not  to  exceed  2  percent  by 
weight  of  paper  or  pa{>erboard  substrate. 


For  use  only  as  a  surfai-e-ai  tive  agent  at  levels  not  to 
exceed  3  percent  by  weiglil  of  vinyl  acetate  polymer 
with  ethylene  and  A’-(hydroxymethyl)  acrylamide 
intended  for  use  in  coatings  for  paper  and  paperboard 
intended  for  use  in  contact  with  foods: 

1.  Of  the  types  identified  in  paragraph  (c)  of  this 

section,  table  1,  under  types  I.  II.  111,1V,  VI  B, 
and  VTI,  and  under  the  conditions  of  use  de¬ 
scribed  in  paragr^h  (c)  of  this  section,  table  2, 
Qonditions  of  use  E,  F,  and  Cl. 

2.  Of  the  types  identified  in  paragraph  (c)  of  this 

section,  table  1.  under  types  V,  VlIl  and  IX 
and  under  the  conditions  of  nse  described  in 
paragraph  (cl  of  this  section,  table  2,  conditions 
of  use  C.  D,  E,  F,  and  U. 

For  use  only  in  copolymer  coatings  under  conditions  of 
use  E,  F,  and  U  described  in  paragraph  (c)  of  this 
section,  table  2,  and  limited  to  u-se  at  a  level  not  to 
exceed  1.0  percent  by  weight  of  tbe  dry  copolymer 
coating. 

For  use  only  as  an  emulsifier  in  resin  latex  coatings,  and 
limited  to  nse  at  a  level  not  to  exceed  0.05%  by  weight 
of  the  coating  solids. 


For  use  only  In  eoatlngs  for  paper  and  paperboard 
Intanded  for  use  in  oontact  with  foods: 

L  Of  the  types  identified  in  paragraph  (e)  of  thli 
seetkm,  table  1,  under  types  I,  11,  III,  rv, 
VI  B,  and  VII  and  under  the  conditions  of  use 
described  in  paragraph  (c)  of  this  seettou,  table 
2,  conditions  of  use  E,  F,  and  O. 

X  Of  the  types  Identified  in  paragraph  (e)  of  this 
section,  table  1,  under  types  v,  VlII,  and  IX 
and  under  the  conditions  of  nse  described  in 
paragraph  (e)  of  this  sscUoo,  table  2,  conditions 
of  use  C,  D,  X,  F,  and  O. 
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(c)  The  food-contact  surface  of  the 
paper  and  paperboard  in  the  finished 
form  in  whl^  it  is  to  contact  food,  when 
extracted  with  the  solvent  or  solvents 
characterizing  the  type  of  food,  and  un¬ 
der  conditions  of  time  and  temperature 
characterizing  the  conditions  of  its  in¬ 
tended  use  as  determined  from  tables  1 
and  2  of  this  paragraph,  shall  yield  net 
chloroform-soluble  extractives  (cor¬ 
rected  for  wax,  petrolatum,  mineral  oil 
and  zinc  extractives  as  zinc  oleate)  not 
to  exceed  0.5  milligram  per  square  inch 
of  food-contact  surface  as  determined 
by  the  methods  described  in  paragraph 
(d)  of  this  section. 

Table  1 — Types  op  Raw  and  Processed  Foods 

I.  Nonacld,  aqueous  products;  may  con¬ 
tain  salt  or  sugar  or  both  (pH  above 
5.0). 

II.  Acid,  aqueous  products;  may  contain 

salt  or  sugar  or  both,  and  including 
oll-in-water  emtdslons  of  low-  or 
high -fat  content. 

III.  Aqueous,  acid  or  nonacid  products  con¬ 

taining  free  oU  or  fat;  may  contain 


Table  1 — Types  or  aaw  aifD  Processed 
Foods — Continued 

salt,  and  including  water-in-oll 
emulsions  of  low-  or  high-fat  con¬ 
tent. 

IV.  Dairy  products  and  modifications: 

A.  Water-in-oll  emulsions,  high-  or 

low-fat. 

B.  Oil-in- water  emulsions,  high-  or 

low-fat. 

V.  Low-moisture  fats  and  oil. 

VI.  Beverages: 

A.  Containing  up  to  8  percent  of  al¬ 

cohol. 

B.  Nonalcoholic. 

C.  Containing  more  than  8  percent 

alcohol. 

VII.  Bakery  products  other  than  those  in¬ 
cluded  under  types  vm  or  IX  of 
this  table: 

'  A.  Moist  bakery  products  with  sur¬ 
face  containing  free  fat  or  oil. 
B.  Mblstt  bakwy  products  with  sur¬ 
face  containing  no  free  fat  or  oil. 
Vin.  Dry  solids  with  the  surface  containing 
no  free  fat  ot  oil  (no  end  test  re¬ 
quired)  . 

IX.  Dry  solids  with  the  surface  containing 
free  fat  or  oil. 


Table  2. — Test  procedures  tcith  time  temperature  conditions  for  determining  amount 
of  extractives  from  the  food-contact  surface  of  uncoated  or  Soated  paper  and  paper- 
hoard,  using  solvents  simulating  types  of  foods  and  beverages 


Food-simnlatlng  solvents 


Condition  of  use  Types  of  food  Water  Heptane  >  8  pet  60  pet 

(see  table  1)  ((iiae  and  (time  and  alcohol  alcohol 

temperature)  temperature)  (time  and  (time  and 
temperature)  temperature) 


A.  High  temperature  beat-sterilited 

(e.g.,  over  212*  F). 

B.  BcriUng  water  steriUced . 


C.  Hot  filled  or  pasteurlred  above 
180*  F. 


D.  Hot  filled  or  pasteurised  below 
160*  F. 


E.  Room  temperature  filled  and 
stored  (no  thermal  treatment 
in  the  container). 


180*  F,  2  hr.. 


I.  IV-B,  VII-B...  250*  F,  2  hr.... 

HI,  rV-A,  VH-A . do . 

H,  VII-B . 212*  F,  30  min . 

HI,  VH-A . . . do . 120*F,30min. 

”,  IV-B,  Vn-B..  FlU  boiling,  . 

cool  to  100* 

F. 

in.  rv-A,  VII-A . do . 120*  F,  15  min. 

V,  IX . do . 

tll,  IV-B,  VI-B,  150*  F.  2  hr . 

vn-B. 

l,IV-A,Vn-A . do. . 100*F,30mln. 

;y,ix . do. . 

m-A . -do. . 


tl,  n.  IV-B,  VI-B,  120*  F,  24  hr . 

VTtl-B. 

in,IV-A,VU-A . do . 70*  F,  30  min. 

y,ix . do. . 

Vl-A . 


A. 

YI-C. 


VI-C. 


150*'F, 
2  hr. 


120*  F, 
24  hr. 


F. 


Refrigerated  storage  (no  thermal 
treatment  in  the  container). 


If  II.  rv-A,  VH-A..  70*  F,  48  hr 70*  F,  30  min. 

I,  II,  rv-B,  VI-B, _ do. . 

VII-B. 

VI-A . 

VI-C . 


70*F,48 

hr. 


G.  Frozen  storage  (no  thermal  treat¬ 

ment  in  the  container). 

H.  Frozen  or  refrigerated  storage: 

Ready-prepared  foods  intended 
to  be  reheated  in  container  at 
time  of  use: 

1.  Aqueous  or  oll-in-water 

emulsion  of  high-  or  low- 
fat. 

2.  .Vqueons,  Ugh-  or  low-free 

oil  or  fat. 


|I,  II,  rV-B,  70*  F,  24  hr . 

VII-B. 

llll,  VU-A . do . 70*  F,  30  min 


I,  II.  IV-B,  212°  F,  30  min . 

Vll-B. 

HI  JV-A,  Vll-A, . do .  120*  F,  30  min 

IX. 


150*  F, 
2  hr. 


120*  F, 
24  hr. 


70®F,  48 
hr. 


>  Heptane  extractability  results  must  be  divided  by  a  Uctor  of  five  in  arriving  at  the  extractablllty  for  a  food  prod¬ 
uct  having  waterdn-oil  emulsion  or  free  <41  or  fat.  Heptane  food-simulating  solvent  is  not  required  in  the  case  of  wax- 
polymer  blend  coatings  for  corrugated  paperboard  containers  intended  for  use  in  bulk  packaging  of  iced  meat.  Iced 
fish,  and  iced  poultry. 


(d)  Analytical  methods — (1)  Selec¬ 
tion  of  extractability  conditions.  First 
ascertain  the  type  of  food  product  (table 
1,  paragraph  (c)  of  this  section)  that  is 
being  packed  commercially  in  the  paper 
or  paperboard  and  the  normal  conditions 


of  thermal  treatment  used  in  packaging 
the  type  of  food  involved.  Using  table  2, 
paragraph  (c)  of  this  section,  select  the 
food-simulating  solvent  or  solvents  and 
the  time-temperature  exaggerations  of 
the  paper  or  paperboard  use  conditions. 


Having  selected  the  appropriate  food- 
simulating  solvent  or  solvents  and  the 
time-temperature  exaggeration  over 
normal  use,  follow  the  applicable  extrac¬ 
tion  procedure. 

(2)  Reagents — (i)  Water.  All  water 
used  in  extraction  procedures  should  be 
freshly  danineralized  (deionized)  dis¬ 
tilled  water. 

(11)  n-Heptane.  Reagent  grade, 
freshly  redistilled  before  use,  using  only 
material  boiling  at  208*  F. 

(lii)  Alcohol.  8  or  60  percent  (by  vol¬ 
ume).  prepared  from  imdenatured  95 
percent  ethyl  alcohol  diluted  with  de¬ 
mineralized  (deionized)  distilled  water. 

(iv)  Chloroform.  Reagent  grade, 
freshly  redistilled  before  use,  or  a  grade 
having  an  established  consistently  low 
blank. 

(3)  Selection  of  test  method.  Paper  or 
paperboard  ready  for  use  in  packaging 
shall  be  tested  by  use  of  the  extraction 
cell  described  in  “Official  Methods  of 
Analjrsis  of  the  Association  of  Official 
Agricultural  Chemists,”  10th  edition, 
1965,  sections  7,034-7.039,  under  “Ex¬ 
posing  Flexible  Barrier  Materials  for 
Extraction,”  also  described  in  ASTM 
Method  F  34-63T,  except  that  formed 
paper  and  paperboard  products  may  be 
tested  in  the  container  by  adapting  the 
in-container  methods  described  in  §  175.- 
300(e)  of  this  chapter.-  Formed  paper 
and  paperboard  products  such  as  con¬ 
tainers  and  lids,  that  cannot  be  tested 
satisfactorily  by  any  of  the  above  meth¬ 
ods  may  be  tested  in  specially  designed 
extraction  equiixnent,  usually  consisting 
of  clamping  devices  that  fit  the  closure 
or  container  so  that  the  food-contact 
surface  can  be  tested,  or,  if  fiat  samples 
can  be  cut  from  the  formed  paper  or 
paperboard  products  without  destroying 
the  integrity  of  the  fo<xl-contact  surface, 
they  may  be  tested  by  adapting  the  fol¬ 
lowing  “sandwich”  methcxl: 

(1)  Apparatus.  (a)  Thermostated 
(±1.0*  F)  water  bath,  variable  between 
70*  F  and  120  F.  water  bath  cover 
capable  of  holding  at  least  one  800 -milli¬ 
liter  beaker  partially  submersed  in  bath. 

(b)  Analytical  balance  sensitive  to  0.1 
milligram  with  an  approximate  capacity 
of  100  grams. 

(c)  Tongs. 

(d)  Hood  and  hot-plate  facilities. 

(c)  Forced  draft  oven. 

For  each  extraction,  the  following  addi¬ 
tional  apparatus  is  necessary: 

(/)  One  No.  2  paper  clip. 

(p)  One  800-milliliter  beaker  witii 
watch-glass  cover. 

ih)  One  250-milliliter  beaker. 

(i)  Five  2 >4 -inch -square  aluminum 
screens  (standard  aluminum  window 
screening  is  acceptable). 

ij)  One  wire  capable  of  supporting 
sample  stack. 

(li)  Procedure,  (a)  For  each  extrac¬ 
tion.  accurately  cut  eight  2  ^-inch- 
square  samples  from  the  formed  papier 
or  paperboard  product  to  be  tested. 

(b)  Carefully  stack  the  eight  2 1/4 -inch- 
square  samples  and  the  five  2  ^-inch- 
square  aluminum  screens  in  sandwich 
form  such  that  the  food -contact  side  of 
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each  sample  is  always  next  to  an  alumi¬ 
num  screen,  as  follows:  Screen,  sample, 
sample,  screen,  sample,  sample,  screen, 
etc.  Clip  the  sandwich  together  care¬ 
fully  with  a  No.  2  paper  clip,  leaving  just 
enough  space  at  the  top  to  slip  a  wire 
through. 

(c)  Place  an  800 -milliliter  beaker  con¬ 
taining  100-milliliters  of  the  appropriate 
food-simulating  solvent  into  the  con¬ 
stant  temperature  bath,  cover  with  a 
watch  glass  and  condition  at  the  desired 
temperature. 

(d)  After  conditioning,  carefully  lower 
the  sample  sandwich  with  tongs  into  the 
beaker. 

(c)  At  the  end  of  the  extraction  pe¬ 
riod,  using  the  tongs,  carefully  lift  out 
the  sample  sandwich  and  hang  it  over 
the  beaker  with  the  wire. 

(/)  After  draining,  pour  the  food- 
simulating  solvent  solution  into  a  tared 
250-milliliter  beaker.  Rinse  the  800- 
milliliter  beaker  three  times,  using  a  total 
of  not  more  than  50  xnilliliters  of  the 
required  solvent. 

(p)  Determine  total  nonvolatile  ex¬ 
tractives  in  accordance  with  paragraph 
(d)  (5)  of  this  section. 

(4)  Selection  of  samples.  Quadrupli¬ 
cate  samples  should  be  tested,  using  for 
each  replicate  sample  the  number  of 
cups,  containers,  or  preformed  or  con¬ 
verted  products  nearest  to  an  area  of  100 
square  inches. 

(5)  Determination  of  amount  of  ex¬ 
tractives — (i)  Total  residues.  At  the  end 
of  the  exposure  period,  remove  the  test 
container  or  test  cell  from  the  oven  and 
combine  the  solvent  for  each  replicate  in 
a  clean  Pyrex  (or  equivalent)  flask  or 
beaker  being  sure  to  rinse  the  test  con¬ 
tainer  or  cell  with  a  small  quantity  of 
clean  solvent.  Evaporate  the  food- 
simulating  solvents  to  about  100  milli¬ 
liters  in  the  flask  or  beaker,  and  transfer 
to  a  clean,  tared  evaporating  dish  (plati¬ 
num  or  Pyrex),  washing  the  flask  three 
times  with  small  portions  of  solvent  used 
in  the  extraction  procedure,  and  evapo¬ 
rate  to  a  few  milliliters  on  a  nonspaiicing, 
low -temperature  hotplate.  The  last  few 
milliliters  should  be  evaporated  in  an 
oven  maintained  at  a  temperature  of 
aproximately  221°  P.  Cool  the  evapo¬ 
rating  dish  in  a  desiccator  for  30  minutes 
and  weigh  the  residue  to  the  nearest  0.1 
milligram,  (c).  Calculate  the  extractives 
in  milligrams  per  square  inch  of  the  con¬ 
tainer  or  sheeted  paper  or  paperboard 
surface. 

(a)  Water  and  8-  and  SO-percent 
alcohol.  Milligrams  extractives  per 

square  lnch=  — 
s 

(b)  Heptane.  Milligrams  extractives 

per  square  inch=-^^y^^. 

Where: 

e  =  Milligrams  extractives  per  sample 
tested. 

5= Surface  area  tested.  In  square  Inches. 

F  =  Flve,  the  ratio  of  the  amount  of 
extractives  removed  by  heptane 
under  exaggerated  time-tempera¬ 
ture  test  conditions  compared  to 
the  amount  extracted  by  a  fat  or  oil 
under  exaggerated  conditions  of 
thermal  sterilization  and  use. 


e'=Chl(HOform-soluble  extractives  resi¬ 
due. 

ec'=Corrected  chloroform-soluble  extrac¬ 
tives  residue. 

e’  or  ee'  is  substituted  for  e  In  the  above 
equations  when  necessary. 

If  when  calculated  by  the  e'^uatlons  in 
paragraph  (d)  (5)  (i)  (a)  and  (b)  of  this 
section,  the  extractives  in  milligrams  per 
square  inch  exceed  the  limitations  per- 
scribed  in  paragraph  (c)  of  this  section, 
proceed  to  paragraph  (d)(5)(ii)  of  this 
section  (method  for  determining  the 
amount  of  chloroform-soluble  extrac¬ 
tives  residues) . 

(ii)  Chloroform-soluble  extractives 
residue.  Add  50  milliliters  of  chloroform 
(freshly  distilled  reagent  grade  or  a 
grade  having  an  established  consistently 
low  blank)  to  the  dried  and  weighed  res¬ 
idue,  (e).  in  the  evaix>rating  dish  ob¬ 
tained  in  paragraph  (d)  (5)  (i)  of  this 
section.  Warm  carefully,  and  filter 
through  Whatman  No.  41  filter  paper  (or 
equivalent)  in  a  Pyrex  (or  equivalent) 
funnel,  collecting  the  filtrate  in  a  clean, 
tared  evaporating  dish  (platinum  or  Py¬ 
rex).  Repeat  the  chloroform  extraction, 
washing  the  filter  paper  with  this  second 
portion  of  chloroform.  Add  this  filtrate 
to  the  original  filtrate  and  evaporate  the 
total  down  to  a  few  milliliters  on  a  low- 
temperature  hotplate.  The  last  few  mil¬ 
liliters  shoiUd  be  evaporated  in  an  oven 
maintained  at  approximately  221*  F. 
Cool  the  evaporating  dish  in  a  desiccator 
for  30  minutes  and  weigh  to  the  nearest 
0.1  milligram  to  get  the  chloroform- 
soluble  extractives  residue  (c*).  This  e' 
is  substituted  for  e  in  the  equations  in 
paragraph  (d)(5)(i)  (a)  and  (b)  of  this 
section.  If  the  chloroform-soluble  extrac¬ 
tives  in  milligrams  per  square  inch  still 
exceeds  the  limitation  prescribed  in 
paragraph  (c)  of  this  section,  proceed  to 
paragraph  (d)(5)(iii)  of  this  section 
(method  for  determining  corrected 
chloroform -soluble  extractives  residue). 

(iii)  Corrected  chloroform-soluble  ex¬ 
tractives  residue — (a)  Correction  for 
zinc  extractives.  Ash  the  residue  in  the 
evaporating  dish  by  heating  gently  over  a 
Meker-type  burner  to  destroy  organic 
matter  and  hold  at  red  heat  for  about  1 
minute.  Cool  in  the  air  for  3  minutes, 
and  place  the  evaporating  dish  in  the 
desiccator  for  30  minutes  and  weigh  to 
the  nearest  0.1  milligram.  Analyze  this 
ash  for  zinc  by  standard  Association  of 
Official  Agricultural  Chemists  methods  or 
equivalent.  Calculate  the  zinc  in  the 
ash  as  zinc  oleate,  and  subtract  from  the 
w’eight  of  chloroform-soluble  extractives 
residue  (c')  to  obtain  the  zinc-corrected 
chloroform-soluble  extractives  residue 
lei).  This  ei  is  substituted  for  e  in  the 
equations  in  paragraph  (d)(5)(i)  (a) 
and  (b)  of  this  section. 

(b)  Correction  for  wax,  petrolatum, 
and  mineral  oil — (f)  Apparatus.  Stand¬ 
ard  10  millimeter  inside  diameter  x  60 
centimeter  chromatographic  column  (or 
standard  50-millillter  buret  with  an  in¬ 
side  diameter  of  10-11  millimeters)  with 
a  stopcock  of  glass,  perfluorocarbon 
resin,  or  equivalent  material.  The  column 
(or  buret)  may  be  optionally  equipped 
with  an  integral  coarse,  fritted  glass  disc 
and  the  top  of  the  column  (or  buret)  may 


be  optionally  fitted  with  a  100-millimeter 
solvent  reservoir. 

(2)  Preparation  of  column.  Place  a 
snug  pledget  of  fine  glass  wool  in  the 
bottom  of  the  column  (or  buret)  if  the 
column  (or  buret)  is  not  equipped  with 
integral  coarse,  fritted  glass  disc.  Over¬ 
lay  the  glass  wool  pledget  (or  fritted 
glass  disc)  with  a  15-20  millimeter  deep 
layer  of  fine  sand.  Measure  in  a  grad¬ 
uated  cylinder  15  milliliters  of  chromato¬ 
graphic  grade  aluminum  oxide  (80-200 
mesh)  that  has  been  tightly  settled  by 
tapping  the  cylinder.  Transfer  the 
aluminum  oxide  to  the  chromatographic 
tube,  tapping  the  tube  during  and  after 
the  transfer  so  as  to  tightly  settle  the 
aluminum  oxide.  Overlay  the  layer  of 
aluminum  oxide  with  a  1.0-1. 5  centimeter 
deep  layer  of  anhydrous  sodium  sulfate 
and  on  top  of  this  place  an  8-10  milli¬ 
meter  thick  plug  of  fine  glass  wool.  Next 
carefully  add  about  25  milliliters  of  hep¬ 
tane  to  the  column  with  stopcock  open, 
and  allow  the  heptane  to  pass  through 
the  column  imtil  the  top  level  of  the 
liquid  just  passes  into  the  top  glass  wool 
plug  in  the  column,  and  close  stopcock. 

(3)  Chromatographing  of  sample  ex¬ 
tract — (i)  For  chloroform  residues 
weighing  0.5  gram  or  less.  To  the  dried 
and  weighed  chloroform -soluble  extract 
residue  in  the  evaporating  dish,  obtained 
in  paragraph  (d)(5)(ii)  of  this  section, 
add  20  milliliters  of  heptane  and  stir.  If 
necessary,  heat  carefully  to  dissolve  the 
residue.  Additional  heptane  not  to  ex¬ 
ceed  a  total  volume  of  50  milliliters  may 
be  used  if  necessary  to  complete  dissolv¬ 
ing.  Cool  to  room  temperature.  (If  so¬ 
lution  becomes  cloudy,  use  the  procedure 
in  paragraph  (d)(5)  (iii)  (b)(3)(ti)  of 
this  section  to  obtain  and  aliquot  of  hep¬ 
tane  solution  calcuated  to  contain  0. 1-0.5 
gram  of  chloroform-soluble  extract  resi¬ 
due.)  Transfer  the  clear  liquid  solution 
to  the  column  (or  buret) .  Rinse  the  dish 
with  10  millimeters  of  additional  heptane 
and  add  to  column.  Allow  the  liquid  to 
pass  through  the  column  into  a  clean, 
tared  evaporating  dish(  platiniun  or  Py¬ 
rex)  at  a  dropwise  rate  of  about  2  milli¬ 
liters  per  minute  until  the  liquid  sur¬ 
face  reaches  the  top  glass  wool  plug;  then 
close  the  stopcock  temporarily.  Rins^  the 
Pyrex  flask  which  contained  the  filtrate 
with  an  additional  10-15  milliliters  of 
heptane  and  add  to  the  column.  Wash 
(elute)  the  column  with  more  heptane 
collecting  about  100  milliliters  of  total 
eluate  including  that  already  collected 
in  the  evaporating  dish.  Evaporate  the 
combined  eluate  in  the  evaporating  dish 
to  dryness  wi  a  steam  bath.  Dry  the  resi¬ 
due  for  15  minutes  in  an  oven  maintained 
at  a  temperature  of  approximately  221° 
F.  Cool  the  evaporating  dish  in  a  discca- 
tor  for  30  minutes  and  weigh  the  residue 
to  the  nearest  0.1  milligram.  Subtract  the 
weight  of  the  residue  from  the  weight  of 
chloroform-soluble  extractives  residue 
(e')  to  obtain  the  wax-,  petrolatum-,  and 
mineral  oil -corrected  chloroform -soluble 
extractives  residue  (ee').  This  ee'  is 
substituted  for  e  in  the  equations  in 
paragraph  (d)(5)(i)  (a)  and  (b)  of  this 
section. 

(ii)  For  chloroform  residues  weigh¬ 
ing  more  than  0.5  gram.  Redissolve  the 
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dried  and  v/eighed  chloroform -soluble 
extract  residue  as  described  in  paragraph 
<d)  (5)  (iii)  fb)  (3)  (t)  of  this  section  using 
proportionately  larger  quantities  of  hep¬ 
tane.  Transfer  the  heptane  solution  to 
an  appropriate-sized  volumetric  flask 
<i.e.,  a  250-milliliter  flask  for  about  2.5 
grams  of  residue)  and  adjust  to  volume 
with  additional  heptane.  Pipette  out  an 
aliquot  (about  50  milliliters)  calculated 
to  contain  0. 1-0.5  gram  of  the  chloro¬ 
form-soluble  extract  residue  and  analyze 
chromatographically  as  described  in  par¬ 
agraph  (d)  (5)  (iii)  (b)  (3)  (i)  of  this  sec¬ 
tion.  In  this  case  the  weight  of  the  dried 
residue  from  the  heptane  eluate  must  be 
multiplied  by  the  dilution  factor  to  ob¬ 
tain  the  weight  of  wax,  petrolatum,  and 
mineral  oil  residue  to  be  subtracted  from 
the  weight  of  chloroform-soluble  extrac¬ 
tives  residue  (c')  to  obtain  the  wax-, 
petrolatum-,  and  mineral  oil-corrected 
chloroform-soluble  extractives  residue 
iee’).  This  ee'  is  substituted  for  c  in  the 
equations  in  paragraph  (d)(5)(i)(a)  and 
(b)  of  this  section.  (Note;  In  the  case  of 
chloroform -soluble  extracts  which  con¬ 
tain  high  melting  waxes  (melting  point 
greater  than  170°  F) ,  it  may  be  necessary 
to  dilute  the  heptane  solution  further  so 
that  a  50-milliliter  aliquot  will  contain 
only  0.1-0.2  gram  of  the  chloroform- 
soluble  extract  residue.) 

<e)  Acrylonitrile  copolymers  identified 
in  this  section  shall  comply  with  the 


provisions  of  §  180.22  of  this  chapter,  ex¬ 
cept  where  the  copolymers  are  restricted 
to  use  in  contact  with  fo<xl  only  of  the 
type  identified  in  paragraph  (c),  table  1 
under  category  Vin. 

§  176.180  Components  of  paper  and 
paperboard  in  contact  with  dry  food. 

The  substances  listed  in  this  section 
may  be  safely  used  as  components  of  the 
uncoated  or  coated  food-contact  surface 
of  paper  and  paperboard  intended  for 
use  in  prtxlucing,  manufacturing,  pack¬ 
ing,  processing,  preparing,  treating, 
packaging,  transporting,  or  holding  dry 
food  of  the  type  identified  in  S  176.170 
(c),  table  1,  under  type  VIII,  subject  to 
the  provisions  of  this  section. 

(a)  The  substances  are  used  in 
amounts  not  to  exceed  that  required  to 
accomplish  their  intended  physical  or 
technical  effect,  and  are  so  used  as  to  ac¬ 
complish  no  effect  in  fcxxl  other  than 
that  ordinarily  accomplished  by  pack¬ 
aging. 

(b)  The  substances  permitted  to  be 
used  include  the  following; 

(1)  Substances  that  by  f  176.170  and 
other  applicable  regulations  in  Parts  170 
through  189  of  this  chapter  may  be  safe¬ 
ly  used  as  components  of  the  uncoated 
or  coated  food-contact  surface  of  paper 
and  paperboard,  subject  to  the  pro¬ 
visions  of  such  regulation. 

(2)  Substances  identified  in  the  fol¬ 
lowing  list; 


LitI  of  tubitantet 

4-|2-12-(2-alkoiy(Ci:-Cis)  fthoxy)  ethoxy]<‘thy1}disodiuni 
sulfosuccinate. 

Aluminum  and  calcium  salts  of  FD  A  C  dyes  on  a  sub¬ 
strate  of  alumina. 

Ammonium  nitrate . 

Amylose . . . . 

Barium  metaborate . 

Af.Af'-Bis(hydroxyethyl)lauramide . 

Bis(trichloronietbyl)  snifone  C.A.  Registry  No.  3064706.. 

Borax . . . . . 

Boric  acid . . . 

•ec-Butyl  alcohol . 

Butyl  t^niyl  phthalate.; . 

Candelilla  wax . 

Carbon  tetrachloride . 

Castor  oil,  polyoxyethylated  (42  moles  ethylene  oxide) _ 

Chloral  hydrate . 

N-Cyclohexyl-p-toh>ene  sulfonamide . . 

2A-Pi-(rrf-batyl  hydroquiiume . . 

Diethanolamine . . . I.. 

Diethylene  glycol  monobntyl  ether . 

Diethylene  glycol  monoethyl  ether . 

Diethylenetriamine . 

Af.Af-Dii.sopropamlamide  of  tallow  fatty  acids . 

N.4(dimethylamino)methyl]arrylamide  polymer  with 
acrylamide  and  styrene. 

JV,  N'-Dioleoylethylenediam  ine,  N,  Af'-dilinoleoylethyl- 

enediamine,  and  N-oleoyl-N'-linolMylethylenediamine 
mixture  produced  when  tall  oil  fatty  acids  are  made  to 
react  with  ettiylenediamine  such  that  the  finished  mix¬ 
ture  has  a  melting  point  of  212°-228°  F,  as  determined 
by  A8TM  Methc^  D  127-60,  and  an  acid  value  of  10 
maximum. 

Diphenylamine . . . 

(crt-DodKyi  thioether  of  polyethylene  glycol . . . 

Emcamide  (emcylamide) . 

Ethylerte  oxide . _ 

Ethylene  oxide  adduct  of  inono-(2-ethylhexyl)  e-phos- 
phate. 

Fatty  acid  (Cu-Cn)  diethanolamide . 

Fish  oil  fatty  acids,  hydrogenated,  potassium  salt . 

Formaldehyde . . 

Glyceryl  monocaprate . . 

Olyoxal . . . 


lAmttationt 

For  use  as  a  polymerixation  emulsifier  and  latex  emulsion 
stabiliier  at  levels  not  to  exceed  6  percent  by  weight 
of  total  emulsion  solids. 

Colorant. 


For  use  as  preservative  in  coatings  and  sitings. 

For  use  only  as  a  preservative  in  coatings. 

For  use  as  preservative  in  coatings. 

Do. 


Polymerisation  reaction.control  agent. 


Fumigant  in  siting. 
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List  of  substances 
Heiamethylenetetnunine . 


Hexylene  glycol  (2-methyl-2.4-pent*nediol) . 

Hydroabietyl  alcohol . - . 

Isopropanolamine  hydrochloride - - - - - 

isopropyl  vs-  and  p-cresol  (th>Tnol  derived) . 

Itaconic  acid . . . - . - . 

Maleic  anhydride-diisobutylene  copolymer,  ammonium  or 
sodium  salt. 

Melamine-formaldehyde  modified  with:  * 

Alcohols  (ethyl,  butyl,  isobutyl,  propyl,  or  isopropyl). 

Diethylenetriamine. 

Imino-bis-butylamine. 

Imino-his-ethyleneimine. 

Imino-bis-propylamlne. 

Polyamines  ma<le  by  reacting  ethylenediamine  or 
trimethylene^amine  with  dichloroethane  or  di- 
chloropropane. 

Bulfanilic  acid. 

Tetraethylenepentamine. 

Tricthylenetetramlne. 

Methyl  alcohol . - . 

Methyl  esters  of  mono-,  dl-,  and  ttipropylene  glycol...... 

Methyi  naphthalene  sulfonic  acid-formaldehyde  conden¬ 
sate.  sodium  salt. 

Modified  polyacrylamide  resulting  from  an  epichlorohy- 
drin  addition  to  a  condensate  of  f«^naldehyde-dicy- 
andiamide-diethylene  triamiiie  and  which  product  is 
then  reacted  with  polyacrylamide  and  urea  to  produce  a 
resin  having  a  nitrogen  content  of  5.6  to  6.3  percent  and 
having  a  minimum  viscosity  in  56  percent -by-weight 
aoueous  solution  of  200  centipoiscs  at  25“  C,  as  deter¬ 
mined  by  LVT-series  Brookfield  viscometer  using  a  No. 
4  spindle  at  60  r.p.m.  (or  equivalent  method). 

Monoglyceride  citrate - - 

Myristo  chromic  chloride  complex . 

Naphthalene  sulfonic  acid-formaldehyde  condensate, 
sodium  salt. 

Nickel . 

(J-Nitrostyrene . . . . . 

a-ci»-9-Octadecenyl-omrj«-hydroxypoly-(oxyethylene);  the 

octadecenyl  group  is  derived  from  oleyl  alcohol  and 
the  poly(oxyethylene)  content  averages  not  less  than  20 
moles.  .  .  ,  , 

a-(p-Nonylphenyl)-emfgo-hydroxypoly  (oxyethylene)  sul¬ 
fate,  ammonium  salt;  the  nonyl  group  is  a  propylene 
trimer  isomer  and  the  poly  (oxyethylene)  content  aver¬ 
ages  9  or  30  moles. 

Oleic  acid  reacted  with  JV-*lkyl-(Cii-Cu)  trimethylene- 
diamine. 

Petroleum  alicycllc  hydrocarbon  resins,  or  the  hydro¬ 
genated  product  thereof,  complying  with  the  identity 
prescribed  in  J  176.170(b)(2).  ...  ,  , 

Petroleum  hydrocarbon  resin  (produced  by  the  catalytic 
polymerixation  and  subsequent  hydrogenation  of  sty¬ 
rene.  vinyltoluene.  and  indene  types  from  distillates  of 
cracked  petroleum  stocks). 

Petroleum  hydrocarbons,  light  and  odorless . 

Petroleum  sulfonates . '. . . . 

Pine  oil . - . . . 

Poly(2-an)inoethyl  acrylate  nitrate-co-2-hydroxypropyl 
acrylate)  compl>1ng  with  the  identity  described  in 
§  176.t70(a).  ,  ,  , 

Polyamide-epichlorohydrin  modified  resins  resulting  from 
the  reaction  of  the  initial  caprolactam-itaconic  acid 
pr^uct  with  diethylenetriamine  and  then  condetisii^ 
this  prepolymer  with  epichlorohydrin  to  form  a  cationic 
resin  having  a  nitrogen  content  of  11-15  percent  and 
chlorine  level  of  20-23  percent  on  a  dry  l>asis. 
Polybutene,  hydrogenated:  complying  with  the  identity 
prescribed  under  |  178.8740(b)  of  this  chapter. 

Poly  12-(diethylamino)  ethyl  methacrylate]  phosphate... 

Polyethylene  glycol  (200)  dilaurate . . . . 

Polymers:  Hoinopolymers  and  copolymers  of  the  following 


monomers: 

Acrylamide. 

Acrylic  acid  and  its  methyl,  ethyl,  butyl,  propyl,  or 
octyl  esters. 

Acrylonitrile. 

Butadiene. 

Crotonic  acid. 

Cyclol  acrylate. 

Decyl  acrylate.  ' 

Diallyl  fumarate. 

Diallyl  maleate. 

Diallyl  phthalate. 

Dibutyl  fumarate. 

Dihut  y I  itaconate. 

Dibutyl  maleate. 

Di(2-ethylhexyl)  maleate. 

Dioctyl  fumarate. 

Dioctyl  maleate. 

Divinylbcniene. 

Ethylene. 

2-Ethylhexyl  acrylate. 

Fumaric  acid. 

Olycidyl  methacrylate. 

2-Hydroxyethyl  acrylate. 

IsolHityl  acrylate. 

Isobutylene. 

Isoprene. 

Itaconic  acid. 

Maleic  anhydride  and  its  methyl  or  butyl  esters. 


Limitations 

Polymerixation  crosslinking  agent  for  protein,  including 
casein.  As  neutralixing  agent  with  myristochromic 
chloride  complex  and  stearato-chromic  chloride 
complex. 


Basic  polymer. 


For  u.se  only  as  a  dry  strength  and  pigment  retention 
aid  agent  employed  prior  to  the  sheotforming  opera¬ 
tion  in  the  manufacture  of  paper  and  (lawrhoard  and 
used  at  a  level  not  to  exceed  1  percent  by  weight  of 
dry  fibers. 


Basic  polymer. 


For  use  as  modifiers  at  levels  up  to  30  weight-percent  of 
the  solids  content  of  wax-polymer  blend  coatings. 


Basic  polymer. 
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List  0}  subBtauc€»  Limitations 

Polymers:  Homopolymers  and  copolymers  of 
the  following  monomers — continued 

Methacrylic  acid  and  its  methyl,  ethyl,  butyl,  or 
propyl  esters. 

Methylstyrene. 

Mono(2-ethylhejyl)  maleate. 

Monoethyl  maleate. 

5-Norbornene-2,3-dicarboxylic  acid,  mono-a-butyl 
ester. 

Styrene. 

Vinyl  acetate. 

Vinyl  butymte. 

Vinyl  chloride. 

Vinyf  erotonate. 

Vinyl  hexoate. 

Vinylidene  chloride. 

Vinyl  pelanroiMte. 

Vinyl  propionate. 

Vinyl  pyrrolidone.' 

Vinyl  stearate. 

Vinyl  sulfonic  acid. 

Polyoxyethylene  (minimum  12moles)  ester  of  tall  oil  (30%-  . 

4(1%  rosin  acids). 

Polyoxypropylene-polyoxycthylene  glycol  (minimum  mo-  . 

lecular  weight  l.ttOO). 

Polyvinyl  alcohol . : . 

Potassium  titanate  fibers  produced  by  calcining  titanium  . 

dioxide,  potassium  chloride,  and  potassium  carbonate, 
such  that  the  finished  crystalline  fibers  have  a  nominal 
diameter  of  0.2(H)  25  micron,  a  length-to-diameter  ratio 
of  approximately  25:1  or  greater,  and  consist  principally 
of  KjTitOi  and  KjTipOu. 

Sodium  diisobutylphenoxy  diethoxyethyl  sulfonate . 

Sodium  diisobutylphenoxy  monoethoxy  ethylsulfonate . 

Sodium  n-dodecylpolyethoxy  (50  moles)  sulfate . 

Sodium  isododecylphenoxypolycthoxy  (40  moles)  sulfate . 

Sodium  )V-methyl-7V-oleyl  taurate . 

Sodium  methyl  siliconate . 

Sodium  nitrite . 

Sodium  xylene  sulfonate . 

Sorbose . 

Stearato  chromic  chloride  complex . 

Styrene-allyl  alcohol  copolymers . 

Styrene-methacrylic  acid  copolymer,  potassium  salt . 

Tetraethylenepentaminc .  Polymeriiation  cross-linking  agent. 

a-lp-(l,l,3,3-Tetramethylhutyl)phenyl)-omfga-hydroxy- 
poly(oxyethylene)  mixture  of  dihydrogen  phosphate 
and  monohydrogen  phosphate  esters  and  their  sodium, 
potassium,  and  ammonium  salts  having  a  poly(oxy- 
ethylene)  content  averaging  6-9  or  40  moles. 
«i-|p-(l,I,3,3-Tetramethylbutyl)phcnylorp-nonylphenyll- 
omego-hydroxypoly(oxyethylene)  where  nonyl  group  is 
a  propylene  triiner  isomer. 

Tetrasodium  A'-(l,2-dicarboxyethyl)-A''-octadecyl  sulfo- 
succinamate. 

Toluene . 

Triethanolamine . .  , 

Triethylenetetramine .  Polymeriiation  cross-linking  agent. 

Triethylenetetramine  monoacetate,  partially  stearoyl- 
ated. 

Urea-formaldehyde  chemically  modified  with: 

Alcohol  (methyl,  ethyl,  butyl,  isoltutyl,  propyl,  or 
isopropyl). 

Aminomethylsulfonic  acid. 

Piaminobutane. 

Diaminopropane. 

Piethylenetriamine. 

A,A'-'Dioleoylethylencdiaininc. 

Diphenylamine. 

A,A”-Distearoyle(hylencdiamine. 

Ethylenediamine. 

Guanidine. 

Imino-bis-butylamine. 

Imino-bis-ethylamine. 

Imino-bis-propylamine. 

A’-Oleoyl-A'-stearoylethylcnediamine. 

Polyamines  made  by  reacting  ethylenediamine  or 
triethylenediainine  with  dichloroethane  or  di- 
chloropropanc. 

Tetraethylenepentamine. 

Triethylenetetramine. 

Xylene . 

Xylene  sulfonic  acid-formaldehyde  condensate,  sodium 
salt. 

Zinc  stearate . 


§  176.200  Defoaming  agents  used  in 
eoatings. 

The  defoaming  agents  described  in 
this  section  may  be  safely  used  as  com¬ 
ponents  of  articles  intended  for  use  in 
producing,  manufacturing,  packing, 
processing,  preparing,  treating,  packag¬ 
ing,  transporting,  or  holding  food,  sub¬ 
ject  to  the  provisions  of  this  section. 

(a)  The  defoaming  agents  are  pre¬ 
pared  as  mixtures  of  substances  de¬ 
scribed  in  paragraph  (d)  of  this  section. 


(b)  The  quantity  of  any  substance 
employed  in  the  formulation  of  defoam¬ 
ing  agents  does  not  exceed  the  amount 
reasonably  required  to  accomplish  the 
intended  physical  or  technical  effect  in 
the  defoaming  agents  or  any  limitation 
further  provided. 

(c)  Any  substance  employed  in  the 
production  of  defoaming  agents  and 
which  is  the  subject  of  a  regulation  in 
Parts  174,  175,  176,  177,  178  and  $  179.45 
of  this  chapter  conforms  with  any  speci¬ 
fication  in  such  regulation. 
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(d)  Substances  employed  in  the  tion  or  approval  for  use  in  defoaming 
formulation  of  defoaming  agents  in-  agents  and  used  in  accordance  with  such 
elude:  sanction  or  approval. 

(1)  Substances  generally  recogni2ed  (3)  Substances  identified  in  this  para- 

as  safe  in  food.  graph  (d)(3)  and  subject  to  such  limi- 

(2)  Substances  subject  to  prior  sane-  tations  as  are  provided: 
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Lift  oj  $ubittancrn 

ir>Bntyl  alcohol . 

tert -Butyl  alcohol . 

Butyl  stearate . 

Castor  oil,  suUated,  ammonium,  potassium,  or  sodium 
salt. 

Cetyl  alcohol . 

Cyclohexane . 

Cyclohexanol . 

Diethylene  Rlycol  monolaurate . 

DIethylene  glycol  monostearate . 

Dimers  and  trimers  of  unsaturated  Cu  fatty  acids  derived 
bom: 

Animal  and  vegetable  fats  and  oils. 

Tall  oil. 

Diraethylpolysiloxane . 

Dlpropylene  glycol . ; . 

Efnyl  alcohol . 

Fats  and  oils  derived  from  animal,  marine,  or  vegetable 
sources: 

Fatty  acids  derived  from  animal,  marine,  or  vegetable  fats 
and  oils,  and  salts  of  such  acids,  single  or  mixed,  as 
follows: 

Aluminum. 

Ammonium. 

Calcium. 

Magnesium. 

Potassium. 

Sodium. 

Zinc. 

Formaldehyde . 

Glyceryl  mono-12-hydrosystearate . 

Glyceryl  monostearate . 

Hexane . 

Hexylene  glycol  (2-methyl*2,4-penUiiediol) . 

Isobutyl  alcohol . 

Isopropyl  alcohol . 

Kerosene . 

Lecithin  hydroxylated . 

Methyl  alcohol . . 

Methylcellulose . 

Methyl  esters  of  fatty  acids  derived  from  animiJ,  marine, 
or  vegetable  fats  and  oils. 

Methyl  oleate . 

Methyl  palmitate . . . 

Mineral  olL . 

Mustardseed  oil,  sulfated,  ammonium,  potassium,  or 
sodium  salt. 

Myrlstyl  alcohol . 

Naphtha . 

0-Naphtho) . . . 

Nonylphenol . 

Odorless  light  petroleum  hydrocarbons . 

Oleic  acid,  sulfated,  anunonium,  potassium,  or  sodium 
salt. 

Parachlorometacresol . 

Peanut  oil,  sulfated,  ammonium,  potassium,  or  sodium 
salt. 

Petrolatum . 

Pine  oil . 

Polyacrylic  acid,  sodium  salt . 

Polyethylene . . . 

Polyethylene,  oxidized . . 

Polyethylene  glycol  (200)  dilaurate . . . 

Polyethylene  glycol  (400)  dioleate . 

Polyethylene  glycol  (600)  dioleate. . . . 

Polyehtylene  glycol  (400)  esters  of  coconut  oil  fatty  acids. 

Polyethylene  glycol  (400)  monooleate . . 

Polyethylene  glycol  (600)  monooleate . . 

Polyethylene  glycol  (600)  monoricinoleate . 

Polyethvlene  glycol  (400)  monostearate . . . 

Polyoxybut  ylene-polyoxy propylene-polyoxyethylene  gly¬ 
col  (min.  mol.  wt.  3,700). 

Polyoxyethylated  (min.  3  mols)  cetyl  alcohol . 

Polyoxyethylated  (min.  5  mols)  oleyl  alcohol . . . 

Polyoxyethylated  (min.  1.5  mols)  tridecyl  alcohol _ 

Polyoxyethylene  (min.  15  mols)  ester  of  rosin . . 

Polyoxyethylene  (min.  8  mols)  monooleate. . . 

Polyoxyethylene  (40)  stearate . 

Polyoxypropylated  (min.  20  mols)  butyl  alcohol . 

Polyoxypropylene  glycol  (min.  mol.  wt.  200) . 

Polyoxypropylene  (min.  20  mols)  oleate  butyl  ether . 

Polyoxypropylene-polyoxyethylene  glycol  (min.  mol.  wt. 
1,000). 

Polyoxypropylene  (min.  40  mols)  stearate  butyl  ether.... 

Potassium  pentachlorophenate . . . . 

Potassium  trichlorophenate . . . 

Propylene  glycol  monoester  of  soybean  oil  btty  acids. 

Propylene  glycol  monoester  of  tallow  fatty  acids . 

Ricebran  oil,  sulfated,  ammonium,  potassium,  or  sodium 
salt. 

Rosins  and  rosin  derivatives . . . 

Silica . . . . . . . . . . 

Sodium  2-mercaptobenzothiazole _ _ _ 

Sodium  pentachlorophenate . 


Limitation$ 


For  use  only  at  levels  not  to  exceed  0.1%  by  weight 
of  total  coating  solids. 


For  use  as  preservative  of  defoamer  only. 


For  use  as  preservative  of  defoamer  only. 
As  defined  in  1 178.3650  of  this  chapter. 

For  use  as  preservative  of  defoamer  only. 


As  a  stabiUzer  and  thickener  In  defoaming  agents  con. 
tainlng  dimethylpolysilozane. 


For  use  as  preservative  of  defoamer  only. 
For  use  as  preservative  of  defoamer  only. 

As  provided  in  { 178.3870  of  this  chapter. 

For  use  as  preservative  of  defoamer  only. 
For  use  as  preservative  of  defoamer  only. 
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Lint  of  tuhnlmiccn  Liuiitationt 

Sodium  trichlorophenate . - . -  For  use  as  preserratWe  of  defoamer  only. 

Sperm  oil,  sulfaicd,  ammonium,  potassium,  or  sodium 
salt. 

Stearyl  alcohol . 

Tall  oil  fatty  acids . . . . . 

Tallow  fatty  acids,  hydrogenated  or  suUated . . 

Tallow,  sulfated,  ammonium,  potassium,  or  sodium  salt. 

Triethanolamine . 

Triisopropanolamine . 

Waxes,  petroleum - - - . . . — 


(e)  The  defoaming  agents  are  used  as 
follows : 

(1)  The  quantity  of  defoaming  agent 
or  agents  used  shall  not  exceed  the 
amount  reasonably  required  to  accom¬ 
plish  the  intended  effect,  which  is  to  pre¬ 
vent  or  control  the  formation  of  foam. 

(2)  The  defoaming  agents  are  used  in 
the  preparation  and  application  of  coat¬ 
ings  for  paper  and  paperboard. 

§  176.210  Defoaniing  agents  used  in 
the  nianufaeture  of  paper  and  paper- 
board. 


Defoaming  agents  may  be  safely  used 
in  the  manufacture  of  paper  and  paper- 
board  intended  for  use  in  packaging, 
transporting,  or  holding  food  in  accord¬ 
ance  with  the  following  prescribed  con¬ 
ditions: 

(a)  The  defoaming  agents  are  pre¬ 
pared  from  one  or  more  of  the  substances 
named  in  paragraph  (d)  of  this  section, 
subject  to  any  prescribed  limitations. 

(b)  The  defoaming  agents  are  used  to 
prevent  or  control  the  formation  of  foam 
during  the  manufacture  of  paper  and 
paperboard  prior  to  and  during  the 
sheet-forming  process. 

(c)  The  quantity  of  defoaming  agent 
or  agents  added  during  the  manufac¬ 
turing  process  shall  not  exceed  the 
amount  necessary  to  accomplish  the  in¬ 
tended  technical  effect. 

(d)  Substances  permitted  to  be  used  in 
the  formulation  of  defoaming  agents  in¬ 
clude  substances  subject  to  prior  sanc¬ 
tions  or  approval  for  such  use  and  em¬ 
ployed  subject  to  the  conditions  of  such 
sanctions  or  approvals,  substances  gen¬ 
erally  recognized  as  safe  for  use  in  food, 
substances  generally  recognized  as  safe 
for  use  in  paper  and  paperboard,  and 
substances  listed  in  this  paragraph,  sub¬ 
ject  to  the  limitations,  if  any,  prescribed. 

(1)  Fatty  triglycerides,  and  the  fatty 
acids,  alcohols,  and  dimers  derived 
therefrom: 


Beef  tallow. 
Castor  oil. 
Coconut  oil. 
Corn  oil. 
Cottonseed  oil. 
Pish  oil. 

Lard  oil. 
Linseed  oil. 


Mustardseed  oU. 
Palm  oil. 

Peanut  oil. 
Rapeseed  oil. 
Rlcebran  oil. 
Soybean  oil. 
Sperm  oU. 

Tall  oil. 


(2)  Patty  triglycerides,  and  marine 
oils,  and  the  fatty  acids  and  alcohols 
derived  therefrom  (paragraph  (d)(1)  of 
this  section)  reacted  with  one  or  more  of 
the  following,  vdth  or  without  dehydra¬ 
tion,  to  form  chemicals  of  the  category 
indicated  in  parentheses: 


Aluminum  hydroxide  (soaps) . 
Ammonia  (amides). 

Butanol  (esters) . 


Butoxy-polyoxypropylene,  molecular  weight 
1,000-2,500  (esters). 

Butylene  glycol  (esters) . 

Calcium  hydroxide  (soaps) . 

Diethanolamine  (amides). 

Dlethylene glycrt  (esters). 

Ethylene  glycol  (esters) . 

Ethylene  oxide  (esters  and  ethers). 

Glycerin  (mono-  and  di-'lycerldes) . 

Hydrogen  (hydrogenated  compounds). 

Hydrogen  (amines) . 

Isobutanol  (esters). 

Isopropanol  (esters). 

Magnesium  hydroxide  (soaps) . 

Methanol  (esters). 

Morpholine  (soaps). 

Oxygen  (air-blown  oils). 

Pentaerythrltol  (esters). 

Polyoxyethylene,  molecular  weights  200,  300, 
400,  600,  700,  1,000,  1,540,  1,580,  1,760,  4,600 
(esters).  , 

Polyoxypropylene,  molecular  weight  200- 
2,000  (esters). 

Potassium  hydroxide  (soaps). 

Propanol  (esters). 

Propylene  glycol  (esters). 

Propylene  oxide  (esters). 

Sodium  hydroxide  (soaps). 

Sorbitol  (esters). 

Sulfuric  acid  (sulfated  and  sulfonated  com¬ 
pounds)  . 

Triethanolamine  (amides  and  soaps). 

Ttllsopropanolamlne  (amides  and  soaps). 

Trlmethylolethane  (esters). 

Zinc  hydroxide  (soaps). 

(3)  Miscellaneous: 

Alcohols  and  ketone  alcohols  mixture  (stlU- 
bottom  product  from  Cij-C,*  alcohol  manu¬ 
facturing  process) . 

Amyl  alcohol. 

Butoxy  polyethylene  polypropylene  glycol 
molecular  weight  900-4,200. 

Butoxy-polyoxypropylene  molecular  weight 
1,000-2.500. 

Butylated  hydroxyanlsole. 

Butylated  hydroxvtoluene. 

Calcium  lignin  sulfonate. 

Capryl  alcohol. 

p-Chlorometacresol. 

Cyclohexanol. 

Diacetyltartarlc  acid  ester  of  tallow  mono- 
glycerlde. 

Diethanolamine. 

Dlethylene  triamlne. 

Dl-(2-ethylhexyl)  phthalate. 

2.6-Dlmethyl  heptanol-4  (nonyl  alcohol). 

Dlmethyl^lyslloxane. 

Dl-fert-butyl  hydroqulnone. 

Dodecylbenzene  sulfonic  acids. 

Ethanol. 

2-Ethylhexanol. 

Ethylenedlamlne  tetraacetlc  acid  tetra- 
sodium  salt. 

Formaldehyde. 

Heavy  oxo-fractlon  (a  still-bottom  product 
of  Iso-octyl  alcohol  manufacture,  of  ap¬ 
proximate  composition:  Octyl  alcohol  5 
percent  nonyl  alcohol  10  nercent,  decyl  and 
higher  alcohols  35  percent,  esters  45  per¬ 
cent,  and  soaps  5  percent) . 

2  -  Heptadecenyl-4-methyl-4-hydroxymethyl- 
2-oxazollne. 

Hexylene  glycol  (2-methyl-2-4-pentanedlol). 

12-Hydroxystearlc  acid. 


Isobutanol. 

Isopropanol. 

Isopropylamine  salt  of  dodecylbenzene  suf- 
fonlc  acid. 

Kersoslne. 

Lanolin. 

Methanol. 

Methyl  12-hydroxystearate. 

Methyl  taurlne-olelc  acid  condensate,  molec¬ 
ular  weight  486. 

a,«’  -  |Methylenebls|4  -  (1,1.3,3-tetramethyl- 
butyl)  -  o  -  phenylenel  Ibislowiepo  -  hy- 
droxypoly  (oxyethylene)  ]  having  6-7.5 
moles  of  ethylene  oxide  per  hydroxyl  group. 

Mineral  oil. 

Mono-,  dl-,  and  triisopropanolamine. 

Mono-  and  diisopropanolamine  stearate. 

Monobutyl  ether  of  ethylene  glycol. 

Monoethanolamine. 

Morpholine. 

Myrlstyl  alcohol. 

Naphtha. 

5-Naphthol. 

Nonylphenol. 

Odorless  light  petroleum  hydrocarbons. 

Oleyl  alcohol. 

Petrolatum. 

o-Phenylphenol. 

Pine  oil. 

Polybutene,  hydrogenated;  complying  with 
the  Identity  prescribed  under  {  178.3740(b) 
of  this  chapter. 

Polyethylene. 

Polyethylene,  oxidized  (air-blown) . 

Polymer  derived  from  N-vlnyl  pyrrolldone 
combined  during  Its  polymerization  with 
copolymers  derived  from  the  mixed  alkyl 
(C„-Ci5.  C,.,  C,s,  C«,.  and  C„)  methacry¬ 
late  esters  and  butyl  methacrylate:  the 
combined  polymer  contains  no  more  than 
5  weight  percent  of  polymer  units  derived 
from  N-vlnyl  pyrrolldone  and  Is  present 
at  a  level  not  to  exceed  7  parts  per  million 
by  weight  of  the  finished  dry  paper  and 
paperboard  fibers. 

Polyoxyethylene  (4  mols)  decyl  phosphate. 

Polyoxyethylene  (4  mols)  dl  (2-ethyl 
hexanoate). 

Polyoxyethylene  (15  mols)  ester  of  rosin. 

Polyoxyethylene  (3-15  mols)  trldecyl  al¬ 
cohol. 

Polyoxypropylene,  molecular  weight  200- 

2,000. 

Polyoxypropylene-polyoxethylene  condensate, 
minimum  molecular  weight  050. 

Polyoxypropylene-ethylene  oxide  condensate 
of  ethylene  diamine,  molecular  weight 
1,700-3.800. 

Polyvinyl  pyrrolldone,  molecular  weight 
40,000. 

Potassium  dlstearyl  phosphate. 

Potassium  pentachlorophenate. 

Potassium  trichlorophenate. 

Rosins  and  rosin  derivatives  Identified  In 
S  175.105(c)  (5)  of  this  chapter. 

Silica. 

Sodium  alkyl  (C,-C,.)  benzene-sulfonate. 

Sodium  dloctyl  sulfdsucclnate. 

Sodium  dlstearyl  phosphate. 

Sodium  lauryl  sulfate. 

Sodium  lignin  sulfonate. 

Sodium  2-m?rcaptobenzothlazole. 

Sodium  naphthalenesulfonlc  acid  (3  mols) 
condensed  with  formaldehyde  (2  mols). 

Sodium  orthophenylphenate. 

Sodium  pentachlorophenate. 

Sodium  petroleum  sulfonate,  molecular 
weight  440-450. 

Sodium  trichlorophenate. 

Stearyl  alcohol. 

a- 1  p-  ( 1,1 ,3,3-Tetramethylbutyl )  phenyl-,  p- 
nonylphenyl-,  or  p-dodecylphenylj-omepo- 
hydroxypoly( oxyethylene)  produced  by  the 
condensation  of  1  mole  of  p-alkylphenol 
(alkyl  group  Is  l,1.3,3-t9tramethvibutyl,  a 
propylene  trlmer  Isomer,  or  a  propylene 
tetramer  Isomer)  with  an  average  of  1.5-15 
moles  of  ethylene  oxide. 
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Tetrahydrofurfuryl  alcohol. 

Tributoxyethyl  phosphate. 

Trlbutyl  phosphate. 

Trldecyl  alcohol. 

Triethanolamine. 

Triethylene  glycol  dl(2-cthyl  hexanoate) . 

Trt-  (2-ethylhexyl)  phosphate. 

Tristearyl  phosphate. 

Wax,  petrolevun.  Type  I  and  Type  11. 

Wax,  petroleum  (oxidized) . 

Wax  (montan) . 

§  176.230  3,5-DimeihyM,3,5,2/l-telra- 
hydrothiadiazine-2-thione. 

3,5  -  Dimethyl  -  1,3,5,2H  -  tetrahydro- 
thiadiazine-2-thione  may  safely  be  used 
as  a  preservative  in  the  manufacture  and 
coating  of  paper  and  paperboard  intend¬ 
ed  for  use  in  contact  with  food  in  ac¬ 
cordance  with  the  following  prescribed 
conditions: 

(a)  It  is  used  as  follows: 

(1)  In  the  manufacture  of  paper  and 
paperboard  as  a  preservative  for  sub¬ 
stances  added  to  the  pulp  suspension 
prior  to  the  sheet-forming  operation 
provided  that  the  preservative  is  vola¬ 
tilized  by  heat  in  the  drying  and  finish¬ 
ing  of  the  paper  and  paperboard. 

(2)  As  a  preservative  for  coatings  for 
paper  and  pajjerboard.  Provided,  That 
the  preservative  is  volatilized  by  heat  in 
the  drying  and  finishing  of  the  coated 
paper  or  paperboard. 

(b)  The  quantity  used  shall  not  ex* 
ceed  the  least  amount  reasonably  re¬ 
quired  to  accomplish  the  intended  tech¬ 
nical  effect  and  shall  not  be  intended  to 
nor,  in  fact,  acccxnplish  any  physical  or 
technical  effect  in  the  food  itself. 

(c)  The  use  of  a  preservative  in  any 
substance  or  article  subject  to  any  regu¬ 
lation  in  Parts  174,  175,  176,  177,  178  and 
S  179.45  of  this  chapter  must  comply  with 
any  siiecifications  and  limitations  pre¬ 
scribed  by  such  regulation  for  the  sub¬ 
stance  or  article. 

§  176.250  Poly-1, 4,7,10,13-penl8aza-lS* 
liydroxyhrxadrrane. 

Poly  -  1,4,7,10,13  -  pentaaza  -  15  -  hy- 
droxyhexadecane  may  tfc  safely  used  as  a 
retention  aid  employed  prior  to  the 
sheet-forming  operation  in  the  manu¬ 
facture  of  paper  and  paperboard  in¬ 
tended  for  use  in  contact  with  food  in 
an  amount  not  to  exceed  that  necessary 
to  accomplish  the  intended  physical  or 
technical  effect  and  not  to  exceed  6 
pounds  per  ton  of  finished  paper  or 
pa|}erboard. 

§  176.260  Pulp  from  reclaimed  fiber. 

(a)  Pulp  from  reclaimed  fiber  may  be 

safely  used  as  a  component  of  articles 
used  in  producing,  manufacturing,  pack¬ 
ing,  processing,  preparing,  treating. 
psu:kaglng.  transporting,  or  holding  food, 
subject  to  the  provisions  of  paragraph 

(b)  of  this  section.  __ 

(b)  Pulp  from  reclaimed  fiber  is  pre¬ 
pared  from  the  paper  and  paperboard 
products  described  in  paragraph  (b)(1) 
and  (2)  of  this  section,  by  repulping  with 
water  to  recover  the  fiber  with  the  least 
possible  amount  of  nonfibrous  sub¬ 
stances. 

(1)  Industrial  waste  from  the  manu¬ 
facture  of  paper  and  paperboard  prod¬ 
ucts  excluding  that  which  bears  or  con- 
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tains  any  poisonous  or  deleterious  sub¬ 
stance  which  is  retained  in  the  recovered 
pulp  and  that  migrates  to  the  food,  ex¬ 
cept  as  provided  in  regulations  promul¬ 
gated  under  sections  406  and  409  of  the 
Federal  Food,  Drug,  and  Cosmetic  Act. 

(2)  Salvage  from  used  paper  and  pa¬ 
perboard  excluding  that  which  (i)  bears 
or  contains  any  poisonous  or  deleterious 
substance  which  is  retained  in  the  re¬ 
covered  pulp  and  that  migrates  to  the 
food,  except  as  provided  in  regulations 
promulgate  under  sections  406  and  409 
of  the  act  or  (ii)  has  been  used  for  ship¬ 
ping  or  handling  any  such  substance. 

§  176.300  Slimicides. 

(a)  Slimicides  may  be  safely  used  in 
the  manufacture  of  paper  and  paper- 
board  that  contact  food,  in  accordance 
with  the  following  prescribed  conditions: 
(1)  Slimicides  are  used  as  antimicro- 


LM  of  »Hbttonce$ 

Acrolein . 

Alkenyl  (Cw-CiO  diraethylethyl-ammonium  bromide... 
ti-AIkyl(Cir-Cti)  dimethyl  benzyl  ammonium  chloride.. 

1.2- benzisothiazoUn-S-one . . 

Bls(l  ,4-bromoacetoxy  )-2-butene . 

5.5- Bis(bromoacetoxymethvl>  m-dioxane . . . 

2,ft-Bis(dimethvlaminomethyl)  cyclohexanone . 

1.2- Bls(monobromoacetoxy)  ethane  [CA  Reg.  No.  37S5- 
34-01. 

BlsCtnchloromethyllsulfone . . . 

4- Bromoacetoxymethyl-m-dioxoiane . 

2-Bromo-4'-hydroxyacetophenone . . 

5- Bromo-S-nltrostyrene . . 

Chloroethyle  neblsthlocvanate . . 

Chlorinate  levullnic  acids . . 

Chloromethyl  butanethlolsulfonate . 

n-Dialkyl(Cir-CiObenzyimethvlammonium  chloride . 

2.2- nibromo-3-nitrilooion-amide . 

2.3- Dibromopropiunaidehyde . 

8.5- Oimethyl  1.3..S.2//-tetrahydrothiadiazine-2-thione _ 

Dipotassium  and  disodium  ethylenebistdithiocarbamate). 

Disodium  cyanodithioimidocarbonate . 

2-Hydroxy  propyl  methanethlol  sulfonate . 

2-MercaptoDenxothiazole . 

Methylenebisbutanethlolsulfonate . 

Methylenebisthlocyanate . . 

2-Nitrobutyl  bromoacetate  (CA  Reg.  No.  32815-96-01 _ 

N-(<»-(Nitroethyl)benzyll  ethylenediamlne . 

Potassium  2-mercaptobenzot  hi  azole . 

Potassium  A'-hydroxymethyl-A'-methyldithlocarbamate. 

Potassium  fV-methyIdithiooarbamate . 

Potassium  pentachlorophenate . 

Potassium  trichlorophenate . 

Silver  fluoride . 


Silver  nitrate . 

Sodium  dimethyldithlocarbamate . 

Sodium  2-mercaptobenzothiazole . . 

Sodium  pentachlorophenate . 

Sodium  trichlorophenate . 

1 .3.6.8-Tetraazat ricyclo(0.2. 1  .H.*l  dodecane . 

3.3.4.4-Tetrachlorotetra  hydrothiophene  1,1-^oxide 

2-(Thiocyanomethylthio)  benzothiazole . 

Vinylens  bisthiocyanate . . . 


(d)  Adjuvant  substances  permitted  to 
be  used  in  the  preparation  of  slimicides 
include  substances  generally  recognized 
as  safe  for  use  in  food,  substances  gen¬ 
erally  recognized  as  safe  for  use  in  paper 
and  paperboard,  substances  permitted  to 
be  used  in  paper  and  paperboard  by 
other  regulations  ih  this  chapter,  and 
the  following: 

Acetone. 

Butlylene  oxide. 

Dlbutyl  phthalate. 

Dldecyl  phthalate. 

N.N-Dlmethylformamlde. 

Dodecyl  phthalate. 

Ethanolamine. 

Ethylene  glycol. 

Ethylenediamlne. 
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bial  agents  to  control  slime  in  the  manu¬ 
facture  of  paper  and  paperboard. 

(2)  Subject  to  any  prescribed  limita¬ 
tions,  slimicides  are  prepared  frc«n  one 
or  more  of  the  slime-control  substances 
named  in  paragraph  (c)  of  this  section 
to  which  may  be  added  optional  adjuvant 
substances  as  provided  for  under  para¬ 
graph  (d)  of  this  section. 

(3)  Slimicides  are  added  to  the  proc¬ 
ess  water  used  in  the  production  of  paper 
or  paperboard,  and  the  quantity  added 
shall  not  exceed  the  amount  necessary 
to  accomplish  the  intended  technical 
effect. 

(b)  To  insure  safe  usage,  the  label 
or  labeling  of  slimicides  shall  bear  ade¬ 
quate  directions  for  use. 

(c)  Slime-contrc^  substances  permit¬ 
ted  for  use  in  the  preparation  of  slimi¬ 
cides  include  substances  subject  to  prior 
sanction  or  approval  for  such  use  and 
the  following: 


Limltatioiu 


At  a  level  of  0.00  pound  per  ton  of  dry  weight  fiber. 


At  a  maximum  level  of  0.10  pound  per  ton  of  dry  weight 
flber. 


At  a  maximum  level  of  1  pound  per  ton  of  dry  weight 
flber. 


At  a  maximum  level  of  O.I  Ib/ton  of  dry  weight  flber 


At  a  maximum  level  of  0.15  pound  per  ton  of  dry  weight 
flber. 


Limit  of  SMldition  to  process  water  not  to  exceed  0.024 
pound,  calculated  as  silver  fluoride,  per  ton  of  paper 
produced. 


0,0*  -  |Methylenebls(4  -  (1,1,3,3  -  tetramethyl- 
butyl )  -o-phenylene  1 1  bis  ( omego-hydroxy- 
poly  (oxy ethylene)  ]  having  6-7.5  moles  of 
ethylene  oxide  per  hydroxyl  group. 
Monomethyl  ethers  of  mono-,  dl-,  and  trl- 
propylene  glycol. 

Nonylphenol  reaction  product  with  9  to  12 
molecules  of  ethylene  oxide. 

Octylphenol  reaction  product  with  25  mole¬ 
cules  of  propylene  oxide  and  40  molecules 
of  ethylene  oxide. 

§  176.320  Sodium  nitrate-urea  complex. 

Sodium  nitrate-iu-ea  complex  may  be 
safely  used  as  a  component  of  articles 
intended  for  use  in  producing,  manufac¬ 
turing,  packing,  processing,  preparing, 
treating,  packaging,  transporting,  or 
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holding  food,  subject  to  the  provisions 
of  this  section. 

(a)  Sodium  nitrate-urea  complex  is  a 
clathrate  of  approximately  two  parts 
urea  and  one  part  sodium  nitrate. 

(b)  Sodium  nitrate -urea  complex 
conforming  to  the  limitations  prescribed 
in  paragraph  (b)(1)  of  this  section  is 
used  as  provided  in  paragraph  (b)(2)  of 
this  section. 

(1)  Limitations,  (i)  It  is  used  as  a 
plasticizer  in  glassine  and  greaseproof 
paper. 

(ii)  The  amount  used  does  not  exceed 
that  required  to  accomplish  its  intended 
technical  effect  or  exceed  15  percent  by 
weight  of  the  finshed  paper. 

(2)  Conditions  of  use.  The  glassine 
and  greaseproof  papers  are  used  for 
packaging  dry  food  or  as  the  f(x>d-con- 
tact  surface  for  dry  food. 

§  176.350  Tamarind  seed  kernel  pow¬ 
der. 

Tamarind  seed  kernel  powder  may  be 
safely  used  as  a  component  of  articles 
intended  for  use  in  producing,  manufac¬ 
turing,  packing,  processing,  preparing, 
treating,  packaging,  transporting,  or 
holding  fo^,  subject  to  the  provisions 
of  this  section. 

(a)  Tamarind  seed  kernel  powder  is 
the  ground  kernel  of  tamarind  seed 
iTamarindus  indica  L.)  after  removal 
of  the  seed  coat. 

(b)  It  is  used  in  the  manufacture  of 
paper  and  paperboard. 

PART  177— INDIRECT  FOOD 
ADDITIVES:  POLYMERS 

Subpart  A — [Reserved] 

Subpart  B — Substances  for  Use  as  Basic  Com¬ 
ponents  of  Single  and  Repeated  Use  Food  Con¬ 
tact  Surfaces 

Sec. 

177.1010  Acrylic  and  modified  acrylic  plas¬ 
tics,  semirigid  and  rigid. 

177.1020  Acrylonitrile/  butadiene  /  styrene 
copolymer. 

177.1030  Acrylonitrile/butadiene  /  styrene/ 
methyl  methacrylate  copolymer. 
177.1040  Acrylonitrile/styrene  copolymer. 
177.1050  Acrylonltrlle/styrene  copolymer 
modified  with  butadiene/styrene 
elastomer. 

177.1200  Cellophane. 

177.1210  Closures  with  sealing  gaskets  for 
food  container^. 

177.1240  1,4-Cyclohexylene  dlmethylene 
terephthalate  and  1,4-cyclohexy¬ 
lene  dlmethylene  Isophthalate 
copolymer. 

177.1310  Ethylene-acrylic  acid  copolymers. 
177.1320  Ethylene-ethyl  acrylate  copoly¬ 
mers. 

177.1330  Ethylene-methacryllc  acid  copoly¬ 
mers.  ethylene-methacryllc  acid- 
vinyl  acetate  copolymers,  and 
their  partial  salts. 

177.1340  Ethylene-methyl  acrylate  copoly¬ 
mer  resins. 

177.1350  Ethylene-vinyl  acetate  copolymers. 
177.1360  Ethylene-vinyl  acetate-vinyl  alco¬ 
hol  copolvmers. 

177.1380  Fluorocarbon  resins. 

177.1400  Hydroxyethyl  cellulose  film,  water- 
insoluble. 

177.1420  Isobutylene  polymers. 

177.1430  Isobutylene-butene  copolymers. 
177.1440  4,4'-IsoproDylldenedlDhenol  -  epl- 
chlorohydrln  resins  minimum 
molecular  weight  10,000. 


Sec. 

177.1460  Melamine-formaldehyde  resins  in 
molded  articles. 

177.1480  NltrUe  rubber  modified  acrylonl- 
trlle-methyl  acrylate  copolymers. 
177.1500  Nylon  resins. 

177.1520  Olefin  polymers. 

177.1550  Perfluorocarbon  resins. 

177.1570  Poly-l-butene  resins  and  butene/ 
ethylene  copolymers. 

177.1580  Polycarbonate  resins. 

177.1590  Polyester  elastomers. 

177.1600  Polyethylene  resins,  carboxyl 
modified. 

177.1610  Polyethylene,  chlorinated. 

177.1620  Polyethylene,  oxidized. 

177.1630  Polyethylene  phthalate  polymers. 
177.1640  Polystyrene  and  rubber-modified 
polystyrene. 

177.1650  Polysulfide  polymer-polyepoxy 
resins. 

177.1660  Poly(tetramethylene  terephtha¬ 
late). 

177.1670  Polyvinyl  alcohol  film. 

177.1680  Polymethane  resins. 

177.1810  Styrene  block  polymers. 

177.1820  Styrene-maleic  anhydride  copoly¬ 
mers. 

177.1830  Styrene-methyl  methacrylate  co- 
polinners. 

177.1850  Textryls. 

177.1900  Urea-formaldehyde  resins  In 
molded  articles. 

177.1950  Vinyl  chloride-ethylene  copoly¬ 
mers. 

177.1960  Vinyl  chlorlde-hexene-1  copoly¬ 
mers. 

177.1970  Vinyl  chlorlde-lauryl  vinyl  ether 
copolymers. 

177.1980  Vinyl  chloride-propylene  copoly¬ 
mers. 

Subpart  C — Substances  for  Use  Only  as  Compo¬ 
nents  of  Articles  Intended  for  Repeated  Use 

177.2210  Ethylene  polymer,  chlorosulfo- 
nated. 

177.2250  Filters,  mlcroporous  polymeric. 
177.2260  Filters,  resin-bonded. 

177.2280  4,4'-Isopropylldenedlphenol  -  epl- 
chlorohydrin  thermosetting 
epoxy  resins. 

177.2410  Phenolic  resins  In  molded  articles. 
177.2420  Polyester  resins,  cross-linked. 
177.2430  Polyether  resins,  chlorinated. 
177.2450  Polyamlde-lmlde  resins. 

177.2460  Poly(2,6  -  dlmethyl-l,4-phenylene) 
oxide  resins. 

177.2470  Polyoxymethylene  copolymer. 
177.2480  Polyoxymethylene  homopolymer. 
177.2490  Polyphenylene  sulfide  resins. 
177.2500  Polysulfone  resins. 

177.2510  Polyvlnylldene  fluoride  resins. 
177.2600  Rubber  articles  Intended  for  re¬ 
peated  use. 

177.2710  Styrene-dlvlnylbenzene  resins, 
cross-linked. 

177.2800  Textiles  and  textile  fibers. 

177.2910  Ultra-flltratlon  membranes. 

Aothobitt:  Secs.  409,  701,  52  Stat.  1055- 
1056  as  amended,  72  Stat.  1785-1788  as 
amended  (21  UJ3.C.  348,  371),  unless  other¬ 
wise  noted. 

Subpart  A — [Reserved] 

Subpart  B — Substances  for  Use  as  Basic 
Components  of  Single  and  Repeated  Use 
Food  Contact  Surfaces 

§  177.1010  Acrylic  and  modified  acrylic 
plastics,  semirigid  and  rigid. 

Semirigid  and  rigid  acrylic  and  m(Xli- 
fied  acrylic  plastics  may  be  safely  used 
as  articles  intended  for  use  in  contact 
with  food,  in  accordance  with  the  follow¬ 
ing  prescribed  conditions : 

(a)  TTie  optional  substances  used  in 
the  formulation  of  the  semirigid  and 
rigid  acrylic  and  modified  acrylic  plastics 


include  substances  generally  recognized 
as  safe  in  food,  substance  used  in  accord¬ 
ance  with  a  prior  sanction  or  approval, 
subs'tances  permitted  for  use  in  such 
plastics  by  regulations  in  Parts  170 
through  189  of  this  chapter,  and  sub¬ 
stances  identified  in  this  paragraph.  At 
least  50  weight-percent  of  the  poljrmer 
content  of  the  finished  plastics  shall 
consist  of  polvmer  units  derived  from 
one  or  more  of  the  acrylic  or  methacrylic 
monomers  listed  in.  paragraph  (a)(1)  of 
this  section. 

( 1 )  Homopolymers  and  copolymers  of 
the  following  monomers: 

n-Butyl  acrylate. 
n-Butyl  methacrylate. 

Ethyl  acrylate. 

2-Ethylhexyl  acrylate. 

Ethyl  methacrylate. 

Methyl  acrylate. 

Methyl  methacrylate. 

(2)  Copolymers  produced  by  copoly¬ 

merizing  one  or  more  of  the  monomers 
listed  in  paragraph  (a)(1)  of  this  sec¬ 
tion  with  one  or  more  of  the  following 
monomers:  ^ 

Acrylonitrile. 

Methacrylonltrlle. 

o-Methylstyrene. 

Styrene. 

Vinyl  chloride. 

Vlnylldene  chloride. 

(3)  Polymers  identified  in  paragraph 
(a)(1)  and  (2)  of  this  section  contain¬ 
ing  no  more  than  5  weight-percent  of 
total  polymer  units  derived  by  copoly¬ 
merization  with  one  or  more  of  the 
monomers  listed  in  paragraph  (a)  (3)  (i) 
and  (ii)  of  this  section.  Monomers  listed 
in  paragraph  (a)(3)(ii)  of  this  section 
are  limited  to  use  only  in  plastic  articles 
intended  for  repeated  use  in  contact 
with  food. 

(i)  List  of  minor  monomers: 

Acrylamide. 

Acrylic  acid. 

1.3- Butylene  glycol  dlmcthacrylate. 

1.4- Butylene  glycol  dimethacrylate. 
Dlethylene  glycol  dimethacrylate. 
Dlproplylene  glycol  dimethacrylate. 
Divlnylbenzene. 

Ethylene  glycol  dimethacrylate. 

Itaconlc  acid. 

Methacrylic  acid. 

N-Methylolacrylamlde. 

N-Methylolmethacrylamlde. 

4-Methyl- 1 ,4-pentanedloI  dlmcthacrylate. 
Propylene  glycol  dimethacrylate. 
Trlvlnylbenzene. 

(ii)  List  of  minor  monomers  limited  to 
use  only  in  plastic  articles  intended  for 
repeated  use  in  contact  with  food: 

terf-Butyl  acrylate. 
tert-Butylaminoethyl  methacrylate. 
sec-Butyl  methacrylate. 
tert-Butyl  methacrylate. 

Cyclohexyl  methacrylate. 
Dimethylamlnoethyl  methacrylate. 
2-Ethylhexyl  methacrylate. 

Hydroxyethyl  methacrylate. 

Hydroxyethyl  vinyl  sulfide. 

Hydroxyprc^yl  methacrylate, 
leobrnmid  methacrylate. 

Isobutyl  methacrylate. 

Isopropyl  acrylate. 

Isopropyl  methacrylate. 

Methacrylamide. 

Methacrylamldoethylene  urea. 
Methacryloxyacetamldoethylethylene  urea. 
Methacryloxyacetlc  acid. 
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n-Propyl  methacrylate. 
3,6,6-Trlmetliylcycloheiyl  methacrylate. 

(4)  Pol3miers  identified  in  paragraidi 

(a)(1).  (2).  and  (3)  of  this  secticm  are 
mixed  together  and/or  with  the  foUow- 
ing  polymers,  provided  that  no  chemical 
reactions,  other  than  addition  reactions, 
occur  when  they  are  mixed: 

Butedlene-acrylonltrlle  oofwlymera. 
Butadlene-acryloDltrUe-styrMie 
copolymers. 

Butadiene  -  acrylonitrile  -  styrene  -  methyl 
methacryllc  copolymers. 
Butadiene-styrene  cc^lymers. 

Butyl  rubber 
Natural  rubber. 

Polybutadiene. 

Poly  (3-chloro-l,3-butadlene) . 

Polyesters  Identified  In  1 175.300(b)  (3) 
(vU)  of  this  cbl^>ter. 

Polyvinyl  chloride. 

Vinyl  chloride  copolymers  complying  with 
<  177.1080. 

Vinyl  chlOTlde-vlnyl  acetate  copolymers. 

(5)  Antioxidants  and  stabilizers  iden¬ 
tified  in  §  175.300(b)  (3)  (xxx)  of  this 
chapter  and  the  following: 

Dl-tert-butyl-p-cresol. 

2- Hydroxy -4-metboxybenBophenone. 

2  -  Hydroxy  -  4  -  methoxy  -  2  -  carboxyben- 
zopbenone. 

3- Hydroxypbenyl  benzoate. 
p-Metboxyph  enol . 

Methyl  salicylate. 

Octadecyl  3.6-dl-ferf-butyl-4-hydroxyhydro- 
clnnamate:  For  use  only  at  levels  not  ex¬ 
ceeding  0.01  percent  by  weight  In  rigid 
acrylic  and  modified  acrylic  plastics  in¬ 
tended  for  repeated  food-contact  use. 
Phenyl  salicylate. 

(6)  Release  agents:  Fatty  acids  de¬ 
rived  from  animal  and  vegetable  fats 
and  oils,  and  fatty  alcohols  derived  from 
such  acids. 

(7)  Surface  switive  agent:  Sodium  do- 
decylbenzenesulfonate. 

(8)  Miscellaneous  matei'ials: 

Di(2-ethylhexyl)  phtbalate,  for  use  only  as 
a  fiow  promoter  at  a  level  not  to  exceed  3 
weight-percent  based  on  the  monomers. 
Dimethyl  phthalate. 

Oxalic  acid,  for  use  only  as  a  polymerization 
catalyst  aid. 

Tetraethylenepentamlne,  for  xise  only  as  a 
catalyst  activator  at  a  level  not  to  exceed 
O.S  weight-percent  based  on  the  monomers. 
Toluene. 

Xylene. 

(b)  The  semirigid  and  rigid  acrylic 
and  modified  acrylic  plastics,  in  the 
finished  form  in  which  they  are  to  ccm- 
tact  food,  when  extracted  with  the  sol¬ 
vent  or  solvents  characterizing  the  type 
of  food  and  under  the  conditions  of  time 
and  temperature  as  determined  from 
tables  1  and  2  of  S  176.170(c)  of  this 
chapter,  shall  yield  extractives  not  to  ex¬ 
ceed  the  following,  adien  tested  by  the 
methods  prescribed  in  paragraph  (c)  of 
this  section: 

(1)  Total  nonvolatile  extractives  not 
to  exceed  0.3  milligram  per  square  Indi 
of  surface  tested. 

(2)  Potassium  permanganate  oxldiz- 
able  distilled  water  and  8  and  50  percent 
alcohol  extractives  not  to  exceed  an  ab¬ 
sorbance  of  0.15. 


(3)  Ultraviolet-absorbing  distilled 
water  and  8  and  50  percent  alcohol  ex¬ 
tractives  not  to  exceed  an  absorbance  ol 
0.30. 

(4)  Ultraviolet-absorbing  n-heptane 
extractives  not  to  exceed  an  absorbance 
of  0.10. 

(c)  Analytical  methods — (1)  Selec¬ 
tion  of  extractability  conditions.  These 
are  to  be  chosen  as  provided  in  $  176.170 
(c)  of  this  chapter. 

(2)  Preparation  of  samples.  SufB- 
clent  samples  to  allow  duplicates  of  all 
applicable  tests  shall  be  cut  from  the 
articles  or  formed  from  the  plastic  com¬ 
position  under  tests,  as  strips  about  2.5 
inches  by  about  0.85-lnch  wide  by  about 
0.125-in<^  thick.  The  total  exposed  sur¬ 
face  should  be  5  square  inches  ±0.5- 
square  inch.  The  samples,  after  prepa¬ 
ration,  shall  be  washed  with  a  clean 
brush  imder  hot  tapwater,  rinsed  under 
running  hot  tapwater  (140*  P  mini¬ 
mum),  rinsed  with  distilled  water,  and 
air-dried  in  a  dust-free  area  or  in  a 
desiccator. 

(3)  Preparation  of  solvents.  The 
water  used  shall  be  double-distilled 
water,  prepared  in  a  still  using  a  block 
tin  condenser.  The  8  and  50  percent  (by 
volume)  alcohol  solvents  shall  be  pre¬ 
pared  from  ethyl  alcohol  meeting  the 
specifications  of  U.S.P.  XVll  and  diluted 
with  double-distilled  water  that  has  been 
prepared  in  a  still  using  a  tin  block  con¬ 
denser.  TTie  n-heptane  shall  be  spec- 
trophotometrlc  grade.  Adequate  pre¬ 
cautions  must  be  taken  to  keep  all  sol¬ 
vents  dust-free. 

(4)  Blank  values  on  solvents.  (1) 
Duplicate  determinations  of  residual 
solids  shall  be  run  on  samples  of  each 
solvent  that  have  been  exposed  to  the 
temperature-time  conditions  of  the  ex¬ 
traction  test  without  the  plastic  sample. 
Sixty  milliliters  of  exposed  solvent  is  pi¬ 
petted  Into  a  clean,  weighed  platinum 
dish,  evaporated  to  2-5  milliliters  on  a 
nonsparking,  low-temperature  hot  plate 
and  dried  in  212*  F  oven  for  30  minutes. 
The  residue  for  each  solvent  shall  be  de¬ 
termined  by  weight  and  the  average  resi¬ 
due  weight  used  as* the  blank  value  in  the 
total  solids  determination  set  out  in 
paragraph  (c)  of  this  secticm.  ITie  resi¬ 
due  for  an  acceptable  solvent  sample 
shall  not  exceed  0.5  milligram  per  60 
milliliters. 

(ii)  For  acceptability  in  the  ultra¬ 
violet  absorbers  test,  a  sample  of  each 
solvent  shall  be  scanned  in  an  ultraviolet 
spectrophotometer  in  5-centlineter  silica 
spectrophotometric  absorption  cdls. 
The  absorbance  of  the  distilled  water 
when  meascued  versus  air  In  the  refer¬ 
ence  cell  shall  not  exceed  0.03  at  any 
point  in  the  wavelength  region  of  245  to 
310  m^.  The  absorbance  of  the  8  per¬ 
cent  alcohol  when  measured  versus  dis¬ 
tilled  water  in  the  reference  cell  shall 
not  exceed  0.01  at  any  point  in  the  wave¬ 
length  region  of  245  to  310  nui.  The 
absorbance  erf  the  50  percent  alcc^cd 
when  measured  versus  distilled  water  in 
the  reference  cell  shall  not  exceed  0.05 
at  any  point  In  the  wavdength  reglcm  of 
245  to  310  vofi.  The  absorbance  of  the 


heptane  when  measured  versus  distilled 
water  in  the  reference  cell  shall  not  ex¬ 
ceed  0.15  at  245,  0.09  at  260,  0.04  at  270, 
and  0.02  at  any  point  in  the  wavelength 
region  of  280  to  310  m^. 

(ill)  Duplicate  ultraviolet  blank  de- 
termlnatlcms  shall  be  nm  on  samples  of 
each  solvent  that  have  been  exposed  to 
the  temperature-time  conditions  of  the 
extraction  test  without  the  plastic 
sample.  An  aliquot  of  the  exposed,  sol¬ 
vent  shall  be  measured  versus  the  un¬ 
exposed  solvent  in  the  reference  cell. 
The  average  difference  in  the  absorb¬ 
ances  at  any  wavelength  in  the  region 
of  245  to  310  niM  shall  be  used  as  a  blank 
correctfcm  for  the  ultraviolet  absorbers 
measured  at  the  same  wavelength  ac¬ 
cording  to  paragraph  (c)  (8)  (11)  of  this 
secticm. 

(Iv)  The  acceptability  of  the  solvents 
for  use  in  the  permanganate  test  shall  be 
determined  by  preparing  duplicate  per¬ 
manganate  test  blsuiks  according  to  par- 
agrairfi  (c)  (7)  (Iv)  of  this  section.  For 
this  test,  the  directions  referring  to  the 
sample  extract  shall  be  disregarded. 
The  blanks  shall  be  scanned  in  5-centi¬ 
meter  silica  spectrophotometric  cells  in 
the  spectrophotometer  versus  the  appro¬ 
priate  solvent  as  reference.  The  ab¬ 
sorbance  in  distilled  water  in  the  wave¬ 
length  region  of  544  to  552  m/x  should  be 
1.16  but  must  not  be  less  than  1.05  nor 
more  than  1.25.  The  absorbance  in  the 
8  i^id  50  percent  alcohol  must  not  be 
less  than  0.85  nor  more  than  1.15. 

(V)  Duplicate  permanganate  test  de¬ 
terminations  shall  be  nm  on  samples  of 
distilled  water  and  8  and  50  percent  al¬ 
cohol  solvents  that  have  been  exposed  to 
the  temperature-time  conditions  of  the 
extractiem  test  without  the  plastic 
sample.  The  procedure  shaU  be  as  de¬ 
scribed  in  paragraph  (c)  (7)  (iv)  of  this 
section,  except  that  the  appropriate 
exposed  solvent  shall  be  substituted 
where  the  directions  call  for  sample  ex¬ 
tract.  The  average  difference  in  the  ab¬ 
sorbances  in  the  region  of  544  to  552  m/i 
shall  be  used  as  a  blank  correction  for 
the  determlnatlcm  of  permanganate 
oxidlzable  extractives  according  to  par¬ 
agraph  (c)  (7)  (iv)  of  this  section. 

(5)  Extraction  procedure.  For  each 
extraction,  place  a  plastic  sample  in  a 
clean  25  millimeters  x  200  millimeters 
hard-glass  test  tube  and  add  solvent 
equal  to  10  milliliters  of  solvent  per 
square  inch  of  plastic  surface.  This 
amoimt  will  be  between  45  milliliters  and 
55  milliliters.  The  solvent  must  be  pre¬ 
equilibrated  to  the  temperature  of  the 
extraction  test.  CHose  the  test  tube  with 
a  groimd-glass  stopper  and  expose  to  the 
specified  temperature  for  the  specified 
time.  Cool  the  tube  and  contents  to  room 
temperature  if  necessary. 

(6)  Determination  of  total  nonvola¬ 
tile  extractives.  Remove  the  plastic  strip 
from  the  solvent  with  a  pair  of  clean 
forceps  and  wash  the  strip  with  5  milli¬ 
liters  of  the  iqipropriate  solvent,  adding 
the  washings  to  the  contents  of  the  test 
tube.  Pour  the  contents  of  the  test  tube 
Into  a  clean,  weighed  platinum  dish. 
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Wash  the  tube  with  5  milUUten  of  the 
appropriate  solvent  and  add  the  solvent 
to  the  platinum  dish.  Evaporate  the  sol¬ 
vent  to  2-5  milliliters  on  a  nonsparUng, 
low-temperature  hotplate.  Complete  the 


evaporation  In  a  212*  F  oven  for  30 
minutes.  Cool  the  dish  In  a  desiccator  for 
30  minutes  and  weigh  to  the  nearest  0.1 
milligram.  Calculate  the  total  nonvolatile 
extractives  as  follows: 


Milligrams  extractives  per  square  inch  =  ^y^; 
Extractives  in  parts  per  million*  ^^-^^(100), 


where: 

r= Total  increase  in  weight  of  the  dish,  in  milligrams. 

6=Blank  value  of  the  solvent  in  milligrams,  as  ^termined  in  iraragraph  (c)(t)(i)  of  this  section. 
*=Total  surface  of  the  plastic  sample  in  square  inches. 


(7)  Determination  of  potassium  per¬ 
manganate  oxidizable  extractives,  (i) 
Pipette  25  milliliters  of  distilled  water 
Into  a  clean  125-milliliter  Erlenmeyer 
flask  that  has  been  rinsed  several  times 
with  aliquots  of  distilled  water.  This  is 
the  blank.  Prepare  a  distilled  water  so¬ 
lution  containing  1.0  part  per  million  of 
p-methoxyphenol  (melting  point  54-56* 
C,  Eastman  grade  or  equivalent).  Pi¬ 
pette  25  milliliters  of  this  p-methoxyphe¬ 
nol  solution  into  a  rinsed  Erlenmeyer 
flask.  Pipette  exactly  3.0  milliliters  of 
154  parts  per  million  aqueous  potassium 
permanganate  solution  into  tlie  p-meth¬ 
oxyphenol  and  exactly  3.0  milliliters 
into  the  blank,  in  that  order.  Swirl  both 
flasks  to  mix  the  contents  and  then 
transfer  aliquots  from  each  flask  into 


matched  5-centimeter  spectrophotomet- 
ric  absorption  cells.  The  cells  are  placed 
in  the  spectrophotometer  cell  compart¬ 
ment  with  the  p-methoxyphenol  solu- 
ticm  in  the  reference  beam.  Spectropho- 
tometric  measuremmt  is  conducted  as 
in  paragraph  (c)  (7)  (iv)  of  this  section. 
The  absorbance  reading  in  the  region 
544-552  nifi  should  be  0.24  but  must 
be  not  less  than  0.12  nor  more  than 
0.36.  This  test  shall  be  run  in  duplicate. 
For  the  purpose  of  ascertaining  compli¬ 
ance  with  the  limitations  in  paragraph 
<b)(2)  of  this  section,  the  absorbance 
measurements  obtained  on  the  distilled 
water  extracts  according  to  paragraph 
(c)(7)(iv)  of  this  section  shall  be  mul¬ 
tiplied  by  a  correction  factor,  calculated 
as  follows; 


_  0.24  _ 

Average  of  duplk-ate  />-niethoxy phenol  alisorlianee 
•letenninations  aeeordii'g  to  this  i>aragrai>!i  (e)(7) 
(i)  of  this  section. 


*CoiTeiclion  factor  for  water  extracts. 


(ii)  The  procedure  in  paragraph  (c) 
(7)  (i)  of  this  section  is  repeated  except 
that,  in  this  instance,  the  solvent  shall 
be  8  percent  alcohol.  The  absorbance  in 
the  region  544-552  m/i  should  be  0.26  but 
must  be  not  less  than  0.13  nor  more  than 
0.39.  l^is  test  shall  be  run  in  duplicate. 
FV)r  the  purpose  of  ascertaining  compli¬ 


ance  with  the  limitations  prescribed  in 
paragraph  (b)  (2)  of  this  section,  the 
absorbance  measurements  obtained  on 
the  8  percent  alcohol  extracts  according 
to  paragraph  (c)  (7)  (Iv)  of  this  section 
shall  be  multiplied  by  a  correction  fac¬ 
tor,  calculated  as  follows: 


0.26 _ 

Average  of  duplicate,  p-mclhoxy- 
pheuol  absorbance  detennina- 
I  ion  according  to  this  paragraph 
(c)(7) (ii)  of  this  section. 


ConxMJlion  factor  for  aqueous  8  percent  alcohol  extracts. 


(iii)  The  procedure  in  paragraph 
<c)  (7)  (i)  of  this  section  is  repeated 
except  that,  in  this  instance,  the 
solvent  shall  be  50  percent  alcohol.  The 
absorbance  in  the  region  544-552  mM 
should  be  0.25  but  must  be  not  less  than 
0.12  nor  mOTe  than  0.38.  This  test  shall 
be  run  in  duplicate.  Fbr  the  purpose  of 

a2S 


Average  of  duplicate  p-methoxyphenol  absorbance  de¬ 
terminations  according  to  paragraph  (c)(7)(li)  of  this 
section. 


ascertaining  compliance  with  the  limi¬ 
tations  prescribed  in  paragraph  (b)  (2) 
of  this  sectitm,  the  abi^rbance  measure¬ 
ments  obtained  on  the  50  percoit  alco¬ 
hol  extracts  according  to  paragTsqTh 
(c)  (7)  (iv)  of  this  seetkm  shall  be  mul¬ 
tiplied  by  a  correctiem  factor,  calculated 
as  follows: 


Correction  factor  for  50  percent  aqueous  alcohol  extracts. 


(iv)  Water  and  8  and  SO  percent  alco¬ 
hol  extracts.  Pipette  25  milliliters  of  the 
appropriate  solvent  into  a  clean,  125- 
mllliliter  Erlenmeyer  flask  that  has  been 
rinsed  several  times  with  aliquots  of  the 
same  solvoit.  Diis  is  the  blank,  mto 
another  similarly  rinsed  flask,  pipette  25 


milliliters  of  the  samide  extract  that  has 
been  exposed  under  the  otmdltkms  specl- 
fled  in  paragraph  (c)  (5)  of  this  section. 
Pipette  exactly  3.0  milliliters  of  154  parts 
per  million  aqueous  potassium  perman¬ 
ganate  solutlfm  into  the  sample  and 
exactly  3.0  milliliters  into  the  blank,  in 
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that  order.  Before  use,  the  potassium 
permanganate  solutkm  shall  be  checked 
as  in  paragrai^  (c)  (7)  ri)  ot  this  secUcm. 
Both  flasks  are  swirled  to  mix  the  con¬ 
tents,  and  then  aliquots  from  each  flask 
are  transferred  to  matched  5-centimeter 
spectrophotcunetric  absorption  cells. 
Both  cells  are  placed  in  the  spectro¬ 
photometer  cdl  compartment  with  the 
sample  solution  in  the  reference  beam. 
The  spectn^hotometer  is  adjusted  for 
0  and  100  percent  transmittance  at  700 
mu.  The  spectrum  is  scanned  on  the 
absorbcmce  scale  from  700  m^  to  500 
m^  in  such  a  way  that  the  region  544 
niM  to  552  niM  is  scanned  within  5  min¬ 
utes  to  10  minutes  of  the  time  that  per¬ 
manganate  was  added  to  the  solutions. 
ITie  height  of  the  absorbance  peak  shall 
be  measured,  corrected  for  the  blank  as 
determined  in  paragraph  (c)  (4)  (v)  of 
this  section,  and  multiplied  by  the  ap¬ 
propriate  correction  factor  determined 
according  to  paragraph  (c)(7)  (i),  (il), 


(ii)  An  aliquot  of  the  extract  that  has 
been  exposed  under  the  conditions  spec¬ 
ified  in  paragraph  (c)  (5)  of  this  section 
is  scanned  in  the  wavelength  region  360 
to  220  nvi  versus  the  appropriate  solvent 
reference  in  matched  5-centimeter  silica 
spectrophotometric  abson>ti<xi  cells.  The 
height  of  any  absorption  peak  shall  be 
measured,  corrected  for  the  blank  as  de¬ 
termined  in  paragraph  (c)  (4)  (ill)  of 
this  section,  and  multiplied  by  the  cor¬ 
rection  factor  determined  according  to 
paragraph  (c)  (8)  (1)  of  this  section. 

(d)  In  accordance  with  good  manu¬ 
facturing  practice,  finished  semirigid 
and  rigid  acrylic  and  modified  acrylic 
plastics  intended  for  repeated  use  in 
contact  with  food  shall  be  thoroughly 
cleansed  prior  to  their  first  use  in  con¬ 
tact  with  food. 

(e)  Acrylonitrile  cc^lymers  identified 
in  this  section  shall  comply  with  the 
provisions  of  i  180.22  of  this  chapter. 

§  177.1020  Acryl(MutriIc/l»Htafliene/sly> 
rene  copolymer. 

Acrylonitrile /butadiene/styrene  copol¬ 
ymer  Identified  in  this  section  may  be 
safely  used  as  an  article  or  component 


(c)  Specifications.  (1)  Nitrogen  con¬ 
tent  of  the  copolymer  is  in  the  range  ot 
16  to  18.5  percent  as  determined  by 
Micro-Kjeldahl  smalysis. 

(2)  Residual  acrylonitrile  monomer 
content  of  the  finished  copolymer  articles 
is  not  more  than  11  parts  per  million  as 
determined  by  a  gas  chromatographic 
method,  avaUable  upon  request  from  the 
Commissioner  of  Food  and  Drugs. 

(d)  Extractive  limitations.  (1)  Total 
nonvolatile  extractives  not  to  exceed 
0.0005  milligram  per  square  inch  siurface, 
area  when  the  finished  food  contact 
article  Is  exposed  to  distilled  water,  3 


and  (ill)  of  this  section.  This  test  shall 
be  nm  in  duplicate  and  the  two  results 
averaged. 

(8)  Determination  of  ultraviolet-ab¬ 
sorbing  extractives.  (1)  A  distilled  water 
scdution  containing  1.0  part  per  mfllkm 
of  p-methoxyphenol  (melting  point  54* 
C.-56*  C.  Eastman  grade  or  equivalent) 
shall  be  scanned  in  the  region  360  to  220 
mju  in  5-centimeter  silica  spectropho¬ 
tometric  absorptlOTi  cells  versus  a  dis¬ 
tilled  water  reference.  The  absorbance 
at  the  wavdength  of  maximum  absorb¬ 
ance  (should  be  about  285  nu>)  is  about 
0.11  but  must  be  not  less  than  0.08  nor 
m(x«  than  0.14.  This  test  shall  be  run 
in  duplicate.  For  the  purpose  of  ascer¬ 
taining  compliance  with  the  limitations 
prescribed  in  paragraph.(b)  (3)  and  (4) 
of  this  section,  the  absorbance  obtained 
on  the  extracts  according  to  paragraph 
(c)  (8)  (ii)  of  this  section  shall  be  multi¬ 
plied  by  a  correction  factm*,  calculated 
as  follows: 


of  articles  intended  for  use  with  all 
foods,  except  those  containing  alcohol, 
under  conditions  of  use  E,  P,  and  Q  de¬ 
scribed  in  table  2  of  S  176.170(c)  of  this 
chapter. 

(a)  Identity.  For  the  purpose  of  this 
section,  the  acrylonitrile/ butadiene/sty¬ 
rene  copolymer  consists  of : 

(1)  Eighty-four  to  eighty-nine  pnrts 
by  weight  of  a  matrix  polymer  contain¬ 
ing  73  to  78  parts  by  weight  of  acrylo¬ 
nitrile  and  22  to  27  parts  by  weight  of 
styrene:  and 

(2)  Eleven  to  sixteen  parts  by  weight 
of  a  grafted  rubber  consisting  of  (i)  8  to 
13  parts  of  butadiene/styrene  elastomer 
ccHitaining  72  to  77  parts'  by  weight  of 
butadiene  and  23  to  28  parts  by  weight 
of  styrene  and  (ii)  3  to  8  parts  by  weight 
of  a  graft  polymer  having  the  same  com- 
positicm  range  as  the  matrix  polymer. 

(b)  Adjuvants.  The  copolj^er  identi¬ 
fied  in  paragraph  (a)  ot  this  secticm  may 
contain  adjuvant  substances  required  in 
its  production.  Such  adjuvants  may  in¬ 
clude  substances  generally  recognized  as 
safe  in  food,  substances  used  in  sicccH'd- 
ance  with  prior  sanction,  substances  per¬ 
mitted  in  this  part,  and  the  following: 


percent  acetic  acid,  or  n -heptane  for  8 
days  at  120*  F. 

(2)  The  finished  food-contact  article 
shall  yield  not  more  than  0.0015  milli¬ 
gram  per  square  inch  of  acrylonitrile 
monomer  when  exposed  to  distilled  water 
and  3  percent  acetic  acid  at  150*  F  for 
15  days  when  analyzed  by  a  polaro- 
graphk  method,  available  upon  request 
from  the  Division  of  Food  and  Color 
AddiUves,  HFF-330.  200  C  St.,  SW., 
Washington,  DC  20204. 

(e)  Acrylonitrile  copolymers  identified 
in  this  section  shall  comply  with  the 
provisions  of  S  180.22  of  this  chapter. 


(Sees.  a01(s>.  40e.  701(a).  52  SUt.  1055,  72 
Stat.  1784-1788  (  21  U.S.C.  321(8).  348.  371 
(a)).) 

Notx:  1 177.1030  (formeriy  {  121.3633)  in¬ 
sofar  as  It  permits  an  acrylonltrUe/buta- 
dlene/atyrene  copolymer  to  be  used  to  fabri¬ 
cate  beverage  ccmtalners.  was  stayed  by  an 
order  published  In  the  Fesbal  Bxcxstsb  of 
March  11. 1977  (42  FR  13546). 

§  177.1030  .4crylonilrile/l»uladi«*ne/i»ly- 
rrne/nirthTl  nirlharrylute  copoly¬ 
mer. 

Acrylonitrile  /butadiene  /styrene/meth¬ 
yl  methacrylate  copolymer  identified  in 
this  section  may  be  safely  used  as  an 
article  or  component  of  articles  intended 
for  use  with  food  identified  in  table  1  oi 
S  176.170(c)  of  this  chapter  as  type  I, 
n,  m,  rVA,  IVB,  V.  VIB,  (except  bot¬ 
tles  intended  to  hold  carbonated  bever¬ 
ages).  VriA.  VrtB.  vm  and  rx.  under 
conditions  of  use  C,  D,  E,  F.  and  Q 
described  in  table  2  of  §  176.170(c)  of 
this  chapter  with  a  high  temperature 
limitation  of  190*  F. 

(a)  Identity.  For  the  purpose  of 
this  section,  acrylonitrile/butadiene  'sty¬ 
rene/methyl  methacrylate  copolymer 
consists  of:  (1)  73  to  79  parts  by  weight 
of  a  matrix  polymer  containing  64  to  69 
parts  by  wel^t  of  aerylonltrlle.  25  to  30 
parts  by  weight  ot  styrene  and  4  to  6 
parts  by  weight  of  methyl  methacrylate; 
and  (2)  21  to  27  parts  by  weight  of  a 
grafted  rubber  consisting  of  (1)  16  to  20 
parts  of  butadiene/styrene/elastomer 
containing  72  to  77  parts  by  weight  of 
butadiene  and  23  to  28  parts  by  weight 
of  stsrrene  and  (11)  5  to  10  parts  by 
weight  of  a  graft  polymer  having  the 
same  composition  range  as  the  matrix 
polymer. 

(b)  Adjuvants.  The  copolymer  identi¬ 
fied  in  paragraph  (a)  of  this  section  may 
contain  adjuvant  substances  required  in 
its  production.  Such  adjuvants  may  In¬ 
clude  substances  generally  recognized  as 
safe  in  food,  substances  used  in  aecord- 
ance  with  prior  sanction,  substances  per¬ 
mitted  und^  t4>plicable  regulations  in 
this  part,  and  the  fcdlowlng: 

Substances  Limitations 

2  -  Mercaptoethanol.  The  finished  copoly¬ 
mer  8haU  contain 
not  more  than  800 
ppm  2-mercapto- 
ethancrt  -  acryloni¬ 
trile  adduct  as  de¬ 
termined  by  a 
method  avaUable 
upon  request  from 
the  CommlsBioner 
of  Food  and 
Drugs. 

(c)  Specifications.  (1)  Nitrogen  con¬ 
tent  ot  the  cc^lymer  is  in  the  range  of 
13.0  to  16.0  percent  sis  determined  by 
Mlcro-E[Jeldahl  smsJysis. 

(2)  Residual  acrylonitrile  monomer 
content  of  the  finished  copc^mer  arti¬ 
cles  is  not  more  than  11  parts  per  million 
as  determined  by  a  gas  chromatognurfile 
method  avsdlable  upon  request  from  the 
Food  smd  Drug  Administration.  Bureau 
of  Foods,  Division  of  Food  and  Color  Ad- 


- - =  Correetlon  factor  lor  ultraviolet  ab9orl>*rs  test. 

Average  of  dupUcate  ivmethoxyphenol  absorbance  determinations 
according  to  this  paragraph  (c)(8)(i)  of  this  section. 


Substanes 


2-Mercaptoe1  hanol . 


LmUatUms 

The  finiabed  coprriymer  shall  contain  not  more  than  100 
ppm  2-aMrcaptoethanoI  acrylonitrile  adduct  as  deter- 
mloed  by  a  method  available  upon  request  from  the 
Commlsaioner  of  Food  and  Drugs. 
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ditives  (HPP-330),  200  C  St.  SW., 
Washington,  DC  20204. 

(d)  Extractive  limitations.  (1)  Total 
nonvolatile  extractives  not  to  exceed 
0.0005  milligram  per  square  inch  surface 
area  of  the  food-contact  article  when  ex¬ 
posed  to  distilled  water,  3  percent  acetic 
acid,  50  percent  ethanol,  and  n-heptane 
for  10  days  at  120“  P. 

(2)  The  finished  food-contact  article 
shall  yield  not  more  than  0.0025  milli¬ 
gram  per  square  inch  of  acrylonitrile 
monomer  when  exposed  to  distilled 
water,  3  percent  acetic  acid  and  n- 
heptane  at  190“  F  for  2  hours,  cooled  to 
120“  F  (80  to  90  minutes)  and  main¬ 
tained  at  120“  F  for  10  days  when  ana¬ 
lyzed  by  a  polarogit^hlc  method  avail¬ 
able  iQxm  request  from  the  Fo(xl  and 
Drug  Administration,  Bureau  of  Foods-, 
Division  of  Food  and  Color  Additives 
(HPP-330),  200  C  St.,  SW.,  Washingt<m, 
DC  20204. 
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(e)  Acrylonitrile  copolymers  identified 
in  this  section  shall  comply  with  the 
provisions  of  §  180.22  of  this  chapter. 

Note:  f  177.1030  (formerly  f  131.2627),  In¬ 
sofar  as  It  permits  an  acrylonitrile/buta- 
diene/stirrene/methyl  methacrylate  copoly¬ 
mer  to  be  used  to  fabricate  beverage  con¬ 
tainers,  was  stayed  by  an  order  published  in 
the  Federal  Register  of  March  11,  1977  (42 
FR  13546). 

§  177.1040  .4rryIonilriIe/8lyrene  copoly¬ 
mer. 

Acrylonltrlle/styrene  copolymers  iden¬ 
tified  in  this  section  may  be  safely  used 
as  a  component  of  packas^g  materials 
subject  to  the  provisions  of  this  section. 

(a)  Identity.  For  the  purposes  of  this 
section  aciylonitrUe/stsrrene  c(4X)ly- 
mers  are  basic  copolymers  meeting  the 
specifications  prescribed  In  paragraph 
(c)  of  this  section. 

(b)  Adjuvants.  (1)  The  copolymers 


identified  in  paragraph  (c)  of  this  sec¬ 
tion  may  contain  a^uvant  substances 
required  in  their  production,  with  the 
exception  that  they  shall  not  contain 
mercaptans  or  other  substances  which 
form  reversible  complexes  with  acrylo¬ 
nitrile  monomer.  Permissible  adjuvants 
may  include  substances  generally  recog¬ 
nized  as  safe  in  food,  substances  used  in 
accordance  with  prior  sanction,  sub¬ 
stances  permitted  under  applicable  regu¬ 
lations  in  this  part,  and  those  authorized 
in  paragraph  (b)  (2)  of  this  section. 

(2)  The  optional  adjuvants  for  the 
acrylonitrile/styrene  copolymer  identi¬ 
fied  in  paragraph  (c)  (1)  of  this  section 
are  as  follows: 

Substances  Limitation 

Condensation  polymer  of _  O.lSpct 

toluene  sulfonamide  and  maximum, 
formaldehyde. 

(c)  Specifications. 


Maximum  residual  Nitrogen 

Acrylonitrile  styrene  copolymcfB  aerylonttrlle  monomer  content  of  Maximum  extractable  fractions  at  speciTipd  tcnipeni-  Conronnance  with 

content  of  flnisbed  oopolymer  tores  and  times  certain  specincatioiis 

article 


1.  Acrylonitrile/styrene  copolymer  conslstinK  of  the  80  p/m  *. 

copoljrmer  produced  by  polymerisation  of  60-72 
parts  by  weight  of  acrylonitrile  and  28-34  parts 
by  weight  of  styrene:  for  use  with  food  of  type  VI-B 
identified  in  table  1  of  see.  176.170(c)  of  this  chapter 
under  conditions  of  use  C,  D,  B,  F,  O  described  in 
table  2  of  sec.  176.170(e)  of  this  chapter. 

2.  Acrylonltrlle/styrene  copolymer  consisting  of  the  60  p/ni  *. 

copolymer  produced  by  polymeriiaUon  of  45-65 
parts  by  weight  of  acrylonitrile  and  35-65  parts  by 
weight  of  styrene;  for  use  with  food  of  types  I,  II. 

HI,  IV,  V  VI  (except  bottles),  VH,  Vm;  and  IX 
Identified  In  table  1  of  sec.  176.170(c)  of  this  chapter 
under  conditions  B  (not  to  exceed  200*  P),  C,  D, 

E,  F,  Q  described  in  table  2  of  sec.  176.170(c)  of  this 
chapter. 


17.4  to  10  pet..  Total  nonvtriatile  extractives  not  to  exceed  O.Ol  mg/  Mimmuin  number 
in*  surface  area  of  the  food  contact  article  when  average  molecular 
exposed  to  dlsUlled  water  and  3  pet  acetic  acid  for  weight  is  30, (XX).* 

10  d  at  150*  F. 

The  extracted  oopolymer  shall  not  exceed  0.001  mg/ 
in*  surface  area  of  the  food  contact  article  when  ex¬ 
posed  to  distilled  water  and  3  pet  acetic  acid  for  10 
d  at  160“  F.* 

12.2  to  17.2  pet.  Extracted  copolymer  not  to  exceed  2.0  p.p.m.  In  aque-  Minimuiu  10  i>ct  solii- 
ousextractiorR-heptaneextractobtainM  whenlOOg  tion  visiwsily  at  25* 
sample  of  the  basic  oopolymer  in  the  form  of  par-  C  is  10  cl’.* 
tides  of  a  siu  that  will  pass  through  a  U.S.  Stand¬ 
ard  Sieve  No.  6  and  that  wlD  be  held  on  a  U.S. 

Standard  Sieve  No.  10  is  extracted  with  250  mil  of 
deionised  water  or  reagent  grade  n-heptaiie  at 
reflux  temperature  for  2h.* 


•Method  available  from:  Food  and  Drug  Administration,  BureaiLof  Foods,  Division  Food  and  Color  Additives  (HFF-830),  200  C  St.  SW.,  Washington,  D.C.  20204. 


(d)  Interim  listing.  Acrylonitrile  co- 
polstmers  Identified  in  this  section  shall 
comply  with  the  provisions  of  §  180.22  of 
this  chapter. 

Note:  {  177.1040  (formerly  §  121.2629),  in¬ 
sofar  as  It  permits  an  acrylonltrlle/styrene 
copolymer  to  be  tised  to  fabricate  beverage 
containers,  was  stayed  by  an  order  published 
In  the  Federal  Register  of  March  11,  1977 
(42  FR  13546). 

§  177.1050  Acrylonitrile/styrene  copoly¬ 
mer  modified  with  butadiene/styrene 
elastomer. 

Acrylonltrlle/styrene  copolymer  modi¬ 
fied  wrlth  butadiene/ styrene  elastomer 
identified  in  this  section  may  be  safely 
used  as  a  component  of  bottles  intended 
for  use  with  foods  identified  in  table  I 
of  §  176.170(c)  of  this  chapter  as  type 
VI-B  under  conditions  for  use  E,  F,  or  G 
described  in  table  2  of  §  176.170(c)  of  this 
chapter. 

(a)  Identity.  For  the  purpose  of  this 
section,  acrylonitrile/styrene  copolymer 
modified  with  butadiene/styrene  elasto¬ 
mer  consists  of  a  blend  of : 

(1)  82-88  parts  by  weight  of  a  matrix 
copolymer  produced  by  polymerization  of 
77-82  parts  by  weight  of  acrylonitrile  and 
18-23  parts  of  styrene;  and 

(2)  12-18  parts  by  weight  of  a  grafted 
rubber  consisting  of  (i)  ^12  parts  of 
butadiene/styrene  elastomer  containing 
77-82  parts  by  weight  of  butadiene  and 


18-23  parts  by  weight  of  styrene  and  (11) 
4-6  parts  by  Weight  of  a  graft  copolymer 
consisting  of  70-77  parts  by  weight  of 
acrylonitrile  and  23-30  parts  by  weight 
of  styrene. 

(b)  Adjuvants.  The  modified  copoly¬ 
mer  Identified  in  paragraph  (a)  of  this 
section  may  contain  adjuvant  substances 
required  In  its  production.  Such  adju¬ 
vants  may  include  siibstances  generally 
recognized  as  safe  in  food,  substances 
used  in  accordance  with  prior  sanction, 
substances  permitted  under  applicable 
regulations  in  this  part,  and  the  follow¬ 
ing: 

Substances  Limitations 

n-Dodecylmercaptan  .  The  finished  copoly¬ 
mer  shall  contain 
not  more  than  500 
parts  per  mUllon 
(ppm)  dodecyl- 
mercaptan  as 
dodecylmercapto- 
propionltiile  as 
determined  by  a 
method  available 
upon  request  from 
the  Commissioner 
of  Food  and  Drugs. 

(c)  Specifications.  (1)  Nitrogen  con¬ 
tent  of  the  modified  copolymer  is  In  the 
range  of  17.7-19.8  percent. 

(2)  Intrinsic  viscosity  of  the  matrix 
copolymer  In  butsrrolactone  Is  not  less 
than  0.5  declUter/gram  at  35*  C,  as  de¬ 


termined  by  a  method  available  upon  re¬ 
quest  from  the  Food  and  Drug  Adminis¬ 
tration,  Bureau  of  Foods.  Division  of 
Food  and  Color  Additives  (HFF-330) .  200 
C  St.  SW.,  Washington,  D.C.  20204. 

(3)  Residual  acrylonitrile  monomer 
content  of  the  modified  copolymer  arti¬ 
cles  is  not  more  than  11  ppm  as  deter¬ 
mined  by  a  gas  chromatographic  method 
available  upon  request  from  the  Com¬ 
missioner  of  Food  and  Drugs. 

(d)  Extractives  limitations.  The  fol¬ 
lowing  extractives  limitations  are  deter¬ 
mined  by  an  infrared  spectrophotometric 
method,  available  upon  request  from  the 
Commissioner  of  Food  and  Drugs,  and 
are  applicable  to  the  modified  copolymers 
In  the  form  of  particles  of  a  size  that  will 
pass  through  a  U.S.  Standard  Sieve  No.  6 
and  that  will  be  held  on  a  U.S.  Standard 
Sieve  No.  10: 

(1)  The  extracted  copolymer  shall  not 
exceed  2.0  ppm  in  aqueous  extract  ob¬ 
tained  when  a  100-gram  sample  of  co¬ 
polymer  is  extracted  with  250  milliliters 
of  freshly  distilled  water  at  refiux  tem¬ 
perature  for  2  hours. 

(2)  The  extracted  coplymer  shall  not 
exceed  0.5  ppm  in  n-heptane  when  a 
100-gram  sample  of  the  basic  copolymer 
is  extracted  with  250  milliliters  spectral 
grade  n-heptane  at  refiux  temperature 
for  2  hours. 

(e)  Accelerated  extraction  end  test. 
The  modified  copolymer  shall  yield  8u:ry- 
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lonttrUe  monomer  not  In  excess  of  0.4 
ppm  when  tested  as  follows: 

(1)  The  modified  copolymer  Shan  be  In 
the  form  of  eight  strips  ^  Inch  by  4 
Inches  by  .03  Inch. 

(2)  The  modified  copolymer  strips 
shaU  be  Immersed  In  225  milliliters  of 
3  percent  acetic  acid  In  a  Pyrex  glass 
pressure  bottle. 

(3)  The  pyrex  glass  pressure  bottle  Is 
then  sealed  and  heat^  to  150*  F  In 
either  a  circulating  air  oven  or  a  thermo¬ 
stat  controlled  bath  for  a  period  of  8 
days. 

(4)  The  Pyrex  glass  pressure  bottle  is 
then  removed  from  the  oven  or  bath 
and  cooled  to  room  temperature.  A  sam¬ 
ple  of  the  extracting  solvent  is  then  with¬ 
drawn  and  analyzed  for  acrylonitrile 
mon(Hner  by  a  gas  chromatographic 
method  available  upon  request  from  the 
Commissioner  of  Food  and  Drugs. 

(f )  Acrylonitrile  copolsrmers  identified 
In  this  section  shall  comply  with  the  pro¬ 
visions  of  §  180.22  of  this  chapter. 

Non:  1  177.1060  (forraerty  1 121.3696),  In¬ 
sofar  as  It  permits  an  acrylonltrUe/styrene 
copolymer  modified  with  butadiene/styrene 
elastomer  to  be  used  to  fabricate  beverage 
containers,  was  stayed  by  an  order  published 
in  the  PmzKAL  Rscisns  of  March  11,  1977 
42  FR  13646). 


§  177.1200  CeUophane. 

Cell(H>haDe  may  be  safely  used  for 
packagW  food  In  accm^ance  with  the 
following  prescribed  conditions: 

(a)  Cellophane  consists  of  a  base  sheet 
made  from  regenerated  cellulose  to 
which  have  been  added  certain  optional 
substances  of  a  grade  of  purity  suitable 
for  use  in  food  packaging  as  constituents 
of  the  base  sheet  or  as  coatings  applied 
to  impart  desired  technological  proper¬ 
ties. 

(b)  Subject  to  any  limitations  pre¬ 
scribed  in  this  part,  the  optkmal  sub¬ 
stances  used  in  ^e  base  sheH  and  coat¬ 
ing  may  include: 

(1>  Substances  genorally  recognized 
as  safe  in  food. 

(2)  Substances  for  which  prior  ap¬ 
proval  or  sanctions  permit  their  use  in 
cellophane,  under  conditions  specified  in 
such  sanctions  and  substances  listed  in 
9  181.22  of  this  chapter. 

(3)  Substances  that  by  any  regulatkm 
promulgated  under  section  400  of  the  act 
may  be  safely  toed  as  components  of 
cellophane. 

(4)  Substances  named  in  this  section 
and  further  identified  as  required. 

(c)  Ust  of  substances: 


/.iwffvHwii  iretUmt  «U  UatM*  aHUim  txynmti  m 
pertt»t  *r  tMifkl  tf  fatUkti  |Mctar<W  cOmpkumt) 

AerylonlUfie-butadiene  copolymer  resiiM . .  As  the  basic  poiraew. 

Aeiylonitrile-batadiene-stTrene  copolymer  twins _  Do. 

Aorylonitrile^yrene  copolymer  rertns _ Do. 

Aeryhmltrile-vlnyl  chloride  copolsrmer  rerina.  _ _  Do. 

.N-Acyl  aarcoeinee  where  the  acyl  groap  ia  lamoyl  or  Far  uaa  only  aa  raieaaa  aganta  in  eoottngi  at  lovela  aot 
stearoyl.  taaaeaad  a  totaiolOJ  pwciot  by  weight  cf  tha  StSihad 

paekaginf  cellophana. 

Alkyl  ketene  dimers  identified  hi  I17S.120  of  tUi  ehapler.  _ 


Aluminum  hydroxide . . . —  _ _  — 

Aa  the  baste  polymer. 

0.1  percent. 

Do. 

w-Bntvl  aleohai.  _  _ _ 

Calcium  ethyl  acetoacetate . . . . . 

Calcium  8tearoyl-2-lact}iate  identified  in  |172S44  of  thia 
chapter. 

Carboxymethyl  hydroxyethylcelluloae  polymer _ 

Not  to  exce^  OA  percent  weight  ct  oeUophana 

Caator  oil  phthalate  with  adipic  acid  and  fumaric  acid* 
diethylene  glycol  polyester. 

Castor  oil  phthalate,  hydrogenated . . 

Castor  oil,  sulfonated,  sodium  salt . : . . 

As  the  basic  polymer. 

Alone  or  in  combination  with  other  phthalataa  whan 
total  phthalatea  do  not  excaad  6  percent. 

Clay,  natural _ _ _ _ _ 

t'oeonnt  oil  tetty  acid  (Cm-Cn)  tfiethanolninhU,  eooonut 
ofi  Mty  acid  (Ctr-Cit)  diathanalaaihM  aoap,  and  di»- 
thanolamina  mirtore  having  total  alkali  (ealonlalad  as 
potaaaiura  hydreoride)  of  14-IS%  and  having  an  acid 
number  of  25-3S. 

Copal  twin,  heat  processed . . 

Damar  rerin . . . . . . . . 

Defoaming  agents  identifled  in  {  17A200af  this  ohaplar. . 
Dialkyl  ketonee  where  the  alkyl  groupe  are  laiiryl  or 
stearyl. 

Dibutylphthalate . . . . . 

Dicyclohezyl  phthalate . . . . 

Diethylene  glycol  eeteir  of  the  adduct  of  terpene  and  maleic 
anhydride. 

Dl(2-ethylhexyl)  adipate . . . . 

Di(2-ethylhexyl)  phthalate . . . 

Diiaobutyl  phthalate . . . 

DImethylcyclohexyl  phthalate . . . 

Dimethyldialkyl  (Ct^u)  ammonhiia  chloride _ _ 

Dl-a-ocyltln  bis(2.ethylhexyl  maleate) . 


For  uae  only  aa  an  adfnvant  employed  daring  the 
procawing  of  eallaioBe  polpnaed  in  tha  mamifiwtara  of 
ceUophane  baae  sheet. 


Aa  baaic  rcain. 


Not  to  exceed  a  total  of  0J6  percent. 

Alone  or  in  combinatiea  with  othw  pbthalatee  where 
total  pht  hafaites  do  not  exceed  5  percent. 

Da 


Alone  or  in  combination  arlth  other  phthalatea  where 
total  phthahUM  do  not  ezeeod  4  percent. 

Alone  or  in  combinatioa  with  other  phthalatea  where 
total  phthalatea  do  not  eieaed  i  peromt. 

Da 

0.006  percent  (oruMonlvaaafloecnlantiarslipagenta. 

For  uae  only  aa  a  atahiliaer  at  a  level  not  to  eveeed  OlS 
percent  by  weight  of  the  coating  aoUda  in  vinylideoa 
chloride  copolymer  araterproof  continga  prepared  from 
vinylideM  ehtorida  eopolymara  idantited  In  tUs 
paragraph,  provided  that  loefa  vinylidaaa  ehiaride 
copolymen  contain  not  leaa  than  90  pamat  by  weight 
of  polymer  units  derived  from  vinylidene  chloride. 
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^,^'-Dioleoylethyl«iiediaimne,^,JV'-dilinoleoyleUiykn«- 
duunine,  and  A^oleoyl-JV'-UnoleoylethyleDe-diaiiiine 
mixture  produced  when  tall  oil  fatty  acids  are 
made  to  react  with  etbylenediamine  such  that  the 
finished  mixture  has  a  melting  point  of  212**- 2^  F, 
as  determined  by  ASTM  Method  D  127-dO,  and  an  acid 
value  of  10  maximum. 

A^jAT'-Dioleoylethyiencdiamine  (AT.JV'-ethylenebisoleam- 
ide). 

Disodium  EDTA . . . . 

Distearic  acid  ester  of  di(hydroxyethyl)dietbylene- 
triamine  monoacetate. 

Ar.JV'-Distearoylethylenediamine  (.^,.^'ethylenebisstear- 
amide). 

Epoxidized  polybutadiene . . . . 

Erucamide . . . . . . . . 

Ethyl  acetate . . . . . . 

Ethylene-vinyl  acetate  copolymers  complying  with 
i  177. 1350. 

2-Bthylhexyl  alcohol _ _ _ _ 

Fatty  acids  derived  from  animal  and  vegetable  bts  and 
oils,  and  the  following  salts  of  such  acids,  single  or  mixed ; 
Aluminum,  ammoniiun,  calcium,  ma^esium,  potas-. 
slum,  sodium. 

'  Ferrous  ammonium  sulfate _ 

Fumaric  acid _ _ 

Glycerin-maleic  anhydride _ 

Glycerol  diacetate _ 

Glycerol  monoacetate _ 

Hydroxyethyl  cellulose,  water-insoluble. . . . 

Hydroxypropyl  celluloM  identified  in  1172.870  of  this 
chapter. 

Isopropyl  acetate . . . . . 

Isopropyl  alcohol . . . . . . 

Itaconic  acid . . . . 

Lanolin . . . . ;.. 

Lauryl  alcohol . . . . . . 

Lanryl  sulfate  nits:  ammonium,  magneeium,  potasstum, 
sodium. 

Maleic  acid . 

Maleic  acid  adduct  of  butadienestyrene  copolymer . . 

Melamine  formaldehyde . 

Melamine-formaldehyde  modified  with  one  or  more  of 
the  foUowing:  Butyl  alcohol,  diaminoiuxtpane,  dieth- 
ylenetrlamine,  ethyl  alcohol,  guanidine,  imino-bls- 
bntylamine.  Imino-bis-ethylsimine,  imino-bls-propyl- 
amine,  methyl  alcohol,  polyamlnes  made  by  reacting 
etbylenediamine  or  triinetbylenediamlne  with  dicblo- 
roethane  or  dicbloropropane,  sulfanilic  acid,  tetra- 
ethylenepentamine,  triethanolamine,  triethylenetetra- 
mine. 

Methyl  ethyl  ketone . 

Methyl  hydrogen  siloxane . 

•-Methylstyrene-vinyltolnene  copolymer  resins  (molar 
ratio  1  o-metbylstyrene  to  3  vlnyltoluene). 

MinMal  oil,  white . . . . 

Napbtbalenesulfonic  acid-formaldehyde  condensate,  so¬ 
dium  salt. 

Nitrocellulose,  10.9  percent-12.2  percent  nitrogen . 

Nylon  resins  complying  with  {  177.1500 . 

*-Octyl  alcohol . 

Olefin  copolymers  complying  with  {  177.1&20 . . 

Oleic  acid  reacted  with  Jv-alkyl  triniethylenediamine 
(alkyl  Cm  to  Cm). 

Oleic  acid,  sulfonated,  sodium  salt . 

Oleyl  palmitamide . •_ . 

N.N'-Oleoyl-st^yletbylenediamine  (.V-(2-stearoylami- 
noet  by  l)oleamide) . 

Paraffin,  synthetic,  complying  with  1 175.250  of  this 
chapter. 

Pentaerythritol  tetrastearate . 

Polyamide  resins  derived  from  dimerized  vegetable  oil 
acids  (containing  not  more  than  20  percent  of  monomer 
acids)  and  etbylenediamine  as  the  basic  resin. 
Polyamide  resins  having  a  maximum  acid  value  of  6  and 
a  maximum  amine  vMue  of  8.6  derived  fram  dimerized 
vegetable  oil  acids  (containing  not  more  than  10  percent 
monomer  acids),  etbylenediamine,  and  4,4-bls(4- 
hydroxyphenyl)pentanoic  acid  (in  an  amount  not  to 
exceed  10  percent  by  weight  of  said  polyamide  resins). 
Polybutadiene  resin  (molcular  weight  raiige  2,000-10,200; 
bromine  number  range  210-320). 

Polycarbonate  resins  complying  with  {  177.1580 . 

Polye-ster  resin  formed  by  the  reaction  of  the  methyl 
ester  of  rosin,  phthalic  anhydride,  maleic  anhydride, 
and  ethylene  glycol,  such  that  the  polyester  resin  has  an 
acid  number  of  4  to  11,  a  drop-softening  point  of  70°  C- 
92°  C,  and  a  color  of  K  or  pato. 

Polyethylene . 

Polyethyleneaminoateatainide  ethyl  solkte  produced 
when  stearic  acid  is  made  to  react  with  equal  parts  of 
dietbylenetriamine  and  trietbylenetetramine  and  the 
reaction  product  is  quatemized  with  diethyl  ^fate. 

Polyethyleneglycol  (^)  monolaurate . 

Polyethylene  glycol  (800)  monolaurate . . . 

Polyethylene  glycol  (400)  monooleate . . 

Polyethylene  glycol  (800)  monooleate.. . 

Polyethylene  glycol  (400)  monostearate . 

Polyethylene  glycol  (800)  monostearate . 

Polyethylene,  oxidized;  complying  with  the  identity 
ineacribed  in  1 177.1020(a). 

Polyet  hylenimine . 


lAmitmtions  (retidue  and  Winifs  of  addition  am- 
prtoood  at  percent  bp  weight  of  flniehed  pack¬ 
aging  cellophane) 

0.5  percent. 


0.06  percent. 


For  use  only  as  a  inimer  subcoat  to  anchor  surface  coat¬ 
ings  to  the  base  sheet. 


0.1  percent  for  use  only  as  lubricant. 


As  the  basic  polymer. 


Residue  limit  0.1  percent 
Do. 


1  percent. 

As  the  baste  polymer. 

As  the  basic  polymer,  and  used  as  a  resin  to  anchor 
coatings  to  substrate. 


Residue  limit  0.1  percent. 

0.1  percent  as  the  basic  polymer. 


0.1  percent,  for  use  only  as  an  emulsiOw . 


For  use  only  as  a  defoamlng  agent  in  the  manufUeture 
of  cellophane  base  sheet. 


0.1  percent. 

For  use  only  in  cellophane  coatings  that  contact  food 
at  temperatures  not  to  exceed  room  temperature. 

As  the  basic  resin,  to  use  only  in  coatings  that  contact 
food  at  temperatures  not  to  exceed  room  temperature 
provided  that  the  concentration  of  the  polyamide 
resins  in  the  finished  food-contact  coating  does  not 
exceed  6  miiligrams  per  square  inch  of  food-contact 
siirf&C6. 

For  use  only  as  an  adjuvant  in  vlnylidene  chloride 
copolymer  coatings. 


0.1  percent. 


As  the  basic  polymer,  for  use  as  a  resin  to  anchor  coatings 
to  the  substrate  and  to  use  as  an  impregnant  in  the 
food-contact  surface  of  regenerated  oellulose'sheet  in  an 
amount  not  to  exceed  that  required  to  improve  beat- 
sealable  bonding  between  coated  and  uncoated  sides 
of  cellophane. 
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Polyiaobntyleiu  oomplying  with  1 177.1420. . . 

jPolyaxypropylenA-palyoxyethyleM  block  polymen 
(motoenlv  weight  1,9004,006). 

Polypropylene  complying  with  1 177.U20... . 

Polystyrene . 

Polyvinyl  ooetate . . . . . 

Poly vinvl  alcohol  (minimum  viscosity  of  4  percent  aque¬ 
ous  solution  at  2(P  C  of  4  centipoises). 

Polyvinyl  chloride . 

Polyvinyl  stearate . . . 

■-Propyl  acetate . 

n-Propyl  alcohol . 

Rapes«4d  oil,  blown . . 

Rosins  and  rosin  derivatives  a.<s  provided  in  |  178.3S70  of 
this  chapter. 

Rublior.  natural  (natural  latex  solids) . . . 

Silica . 

Silicic  acid . 

Sodium  m-bisulfite . . 

Sodium  diuctyi  sulfosuccinatc . 

Sodium  dodecyllM'nienesulfonate . 

Sodium  laiiroyl  sarcosinate . 

Sodium  oleyl  sulfate-sodium  cetyl  sulfate  mixture . 


Sodium -silicate . 

Sodium  slearoyl'2-lactylatc  idenliried  in  i  172.M6  of  this 
chapter. 

Sodium  sulfate . 

Sodium  sulfite . 

S|iermaceti  wax . 

Stannous  oleate . . . . . . . 

2-Stearmmido-ethyl  stearate . 

Stearyl  alcohol . 

Styrene-maleic  anhydride  resins . 

Terpene  resins  identified  in  {  172.61.S  of  this  chapter _ 

Tetrahydrofuran . . 

Titanium  dioxide . . 

Toluene . 

Toluene  sulfonamide  formaldehyde . 

Triethylene  itlycol . 

Triethylene  fjlycol  diac<-tate.  prepared  from  triethylene 
Klycol  containing  not  more  than  0.1  (lercent  of  dielhylene 
Klycol. 

2,2,t-Trimetlt>l-l,3  penlanefiiol  diisolaityrate . 


frea  (carbamide) . 

Vrea  formaldehyde . ". . 

Vrea  formaldehyde  modified  with  methanol,  ethanol, 
butanol  diethylenetriaminc.  triethylenetetramine.  tetra- 
ethylenepentamine,  Kuanidine,  sodium  sulfite,  sulfanilic 
acid,  imino-bis-ethylamine.  irnino-bis-propylamine, 
iniino-bis-hutylamine,  diaminopronane.  diaminobu- 
tane.  aminomethylsulfonic  acid,  polyamines  made  by 
reacting  cthylenediamine  or  trimelhylenediamine  with 
dichloroethane  or  dichloroprojiane. 

Vinyl  acetate-vinyl  chloride  c.ipolynier  resins . 

Vinyl  acetate-vinyl  chloride-maleic  acid  copolymer  resins. 
Vinylidene  chloride  copolymerized  with  one  or  more  of 
the  followiiiR:  Acrylic  acid,  acrylonitrile,  butyl  acrylate, 
butyl  methacrywte,  ethyl  acrylate,  2-ethylnexy’. 
acrylate, 2-ethylhexyl  methacrylate, ethyl  methacrylate, 
itaconic  acitj,  methyaerylic  acid,  methyl  acrylate, 
methyl  methacrylate,  propyl  acrylate,  i>ropyl  methac¬ 
rylate.  vinyl  chloride. 

Vinylidene  cliloride-methacrylale  decyhx-tyl  copolymer.. 
Wax.  petroleum,  complying  wit  h  { 178.3710  of  this  chapter. 


Limitation*  (residue  and  limit*  of  addition  e*- 
pre**e4  a*  percent  by  weight  of  finished  pach- 
aging  cellophane) 

Toe  um  as  an  adjuvant  employed  during  the  prooeasing 
of  oeualoar  pulp  used  in  toe  manuhwture  of  cellophane 
base  sheet. 

As  the  basic  polymer. 

Do. 


As  the  basic  polymer. 

Do. 

Residue  limit  0.1  percent. 
Do. 


0.35  percent,  (la  ust^only  in  vinylidene  chloride  copolymer 

coatings. 

For  use  only  as  an  emulsifier  for  coatings;  limit  0.006 
percent  where  coating  is  appUed  to  one  side  only  and 
0.01  percent  where  coating  is  applied  to  both  sides. 

Xot  to  exccisl  O.-l  percent  weight  of  cellopluuie. 


As  the  basic  |»<>lymer. 

Residue  limit  of  0.1  percent. 

Re.sidUe  limit  ot  0.1  percent. 

0.6  percent  as  the  l>asic  polymer. 


For  iLse  only  in  cellophane  coatings  aitd  limited  to  use 
at  a  level  not  to  exceed  10  iiercent  by  weight  of  the 
coating  solids  except  when  us<>d  as  provided  in  } 
178.3740  of  this  chafUer. 

As  the  basic  polymer. 

.\s  the  basic  polymer,  and  used  as  a  resin  to  anchor 
coatings  to  the  subtrate. 


As  the  biisic  iH;lymer. 
Do. 

Do. 


Do. 


(d)  Any  optional  component  listed  in 
this  section  covered  by  a  specific  food 
additive  regulation  must  meet  any  speci¬ 
fications  in  that  regulation. 

(e)  Acrylonitrile  copolymers  identified 
in  this  section  shall  comply  with  the 

*  provisions  of  §  180.22  of  this  chapter.  _ 

§  177.1210  Closures  with  scaling  gaskets 
for  food  roiilaincrs. 

Closures  with  sealing  gaskets  may  be 
safely  used  on  containers  intended  for 
use  in  producing,  manufacturing,  pack¬ 
ing.  processing,  preparing,  treating, 
packaging,  transporting,  or  holding  food 
in  accordance  with  the  following  pre¬ 
scribed  conditions: 

(a)  Closmes  for  food  containers  are 
manufactured  from  substances  generally 
recognized  as  safe  fw  contact  with  food; 
substances  that  are  subject  to  the  pro¬ 
visions  of  prior  sanctions;  substances 
authorized  by  regulations  in  Parts  174, 
175,  176,  177,  178  and  S  179.45  of  this 


chapter;  and  closure-sealing  gaskets,  as 
further  prescribed  in  this  section. 

(b)  Closure-sealing  gaskets  and  over¬ 
all  discs  are  formulated  from  substances 
identified  in  5175.300(b)  of  this  chapter, 
with  the  exception  of  paragraph  (b)(3) 
(V).  (xxxi),  and  (xxxii)  of  that  section, 
and  from  other  optional  substances,  in¬ 
cluding  the  following: 

( 1 )  Substances  generally  recognized  as 
safe  in  food. 

(2)  Substances  used  in  accordance 
with  the  provisions  of  a  prior  sanction 
or  approval  within  the  meaning  of  sec¬ 
tion  201  (s)  of  the  act. 

(3)  Substances  that  are  the  subject  of 
regulations  in  Parts  174, 175,  176, 177, 178 
and  §  179.45  of  this  chapter  and  used 
in  accordance  with  the  conditions  pre¬ 
scribed. 

(4)  Substances  identified  in  para¬ 
graph  (b)  (5)  of  this  section,  used  in 
amounts  not  to  exceed  those  required  to 
acc<xnplish  the  intended  physical  or 
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technical  effect  and  in  conformance  with 
any  limitation  provided;  and  further 
provided  that  any  substance  employed 
in  the  production  of  closure-sealing  gas¬ 
ket  compositions  that  is  the  subject  of 
a  regulation  in  Parts  174,  175,  176,  177, 


REGULATIONS 

178  and  f  179.45  of  this  chapter  conforms 
with  the  identity  or  specifications  pre¬ 
scribed. 

(5)  Substances  that  may  be  employed 
in  the  manufacture  of  closiire-sealing 
gaskets  include: 


Tabic  1 


List  of  substances 

Arachidyl-bplii'iiyl  amide  (Cit-Csilatty  acid  amides) . 

Azodicarboiiamide . 

Balata  rubber . 

Beniyl  alooliol . . . . . 

l.^Butaiiediol . 

Calcium  tin  stearate . 

Calcium  line  stearate . 

Carbon,  activated . . . . . 

Castor  oil,  hydrogenated . 

Chlorinated  isobntylene-isoprene  copolymers  complying 
with  {  177.1420. 

Coco  amide  (coconut  oil  fatty  acids  amides) _ 

Cork  (cleaned,  granulated) . 

Dibenaamide  phenyl  disulfide . . 

Di(C7,Cralkyl)  adipate . 

Di-2-ethylhe3[yl  adipate . 

Di-2-ethylhexyl  seliacate . . 

Dibexyl  e.ster  of  sodium  sulfosuccinate . 

Diisodecji  phthalate . . . 


Di-S-n^hthyl-p-phenylenediamine . 

Dipentametbylenethiuraintatrasulflde . 

Eicosane  (technical  grade)  (water-white  mixture  of  pre¬ 
dominantly  straight<hain  paralBn  hydrocarbons  aver¬ 
aging  20  carbon  atoms  per  molecule). 

Epoxidized  linseed  oil . 

Epoxidized  linseed  oil  mo^fied  with  trimellitic  anhy¬ 
dride. 

Epoxidized  safflower  oil . . 

Epoxidized  safflower  oil  modified  with  trimellitic  anhy¬ 
dride. 

Epoxidized  soybean  oil  modified  with  trimellitie  anhy¬ 
dride. 

Erucylamide . . 

Ethylene-propylene  copolymer . 

Ethylene-^pylene  modified  copolymer  elastomers  pro¬ 
duced  when  ethylene  and  propylene  are  copolymerfzed 
with  5-methylene-2-norbomene  and/or  5-ethylidine-2- 
norbornene.  The  finished  copolymer  elastomers  so  pro¬ 
duced  shall  contain  not  more  than  5  weight-percent  of 
total  polymer  units  derived  from  5-methylene-2-nor- 
bornene  and/or  .5-ethylidine-2-norbornene.  and  shall  have 
a  minimum  viscosity  average  molecular  weight  of 
120,000  as  determined  by  the  method  described  in 
{  177.1520(d)(5).  and  a  minimum  Mooney  viscosity  of 
35  as  determine  by  the  method  described  in  {  177.1520 
(d)(6). 

Ethylene-vinyl  acetate  copolymer . 

Olyceryl  mono-12-hydroxystearate  (hydrogenated  gly¬ 
ceryl  ricinoleate). 

Gutta-percha . ; . . . 

II  examethy  lenatetramliie . 

Hexylene  glycol . 

Isobutylene-isoprene  copolymers  complying  with  (  177.- 
14r0. 

Maleic  anhydride-ptolyethylene  copolymer . 

Maleic  anhydride-styrene  copolymer . 

2,2'-Methylenebis|6-(l-niethylcyclohexyl)-p-cresol] . 

Naphthalene  sulfonic  acid-formald^yde  condesnate, 
sodium  salt. 

Natural  rubber  (crepe,  latex,  mechanical  dispersions) _ 

a-cts-O-Octadecenyl-omega-hydrozypoly  (cayethylene):  the 
octadecenyl  group  is  derived  from  oleyl  alcohol  and  the 
poly  (oxyethylene)  content  averages  20  molea 

Oleyl  alcohol . 

4,4'-Oxybis  (benzene  sulfonyl  bydrazide) . 

Paraformaldehyde . . 

Polybutadiene . . . . . 

Poly-p-dinitroso  benzene  (activator  for  butyl  rubber) _ 

Polyethylene  glycol  400  esters  of  fatty  acids  derived  from 
animal  and  vegetable  fats  and  oils. 

Polylsobutylene  complying  with  {  177.1420. . 

Polyoxypropvlene-polyoxyethylene  condensate,  average 
mol.  wt.  2750-3000. 

Potassium  l>enzoate . . 

Potassium  perchlorate . 

Potassium  propionate . . . 

Potassium  and  sodium  persulfate . 

Resorcinol . . ■. . 


Rosins  and  rosin  derivatives  as  defined  in  1 175.300(b)(S) 
(V)  of  this  chapter  fw  use  only  in  resinous  and  polym¬ 
eric  coatings  on  metal  substrates;  for  all  other  uses  as 
defirwd  in  1 178.3870  of  this  chapter. 

Sodium  cetyl  sulfate _ 

Sodium  decylbenzenesulibnate _ _ _ _ 

Sodium  decyl  sulfate _ _ _ _ 

Sodium  ((Hmaldehyde  sulfoxylate _ _ _ 


Limitations  (erpretsed  as  percent  by  reeight  of  closure- 
seating  gasket  composition) 

5  percent. 

2  percent. 

1  percent. 

2  percent. 

2  percent . 

1  percent. 

2  percent. 


2  percent. 

1  percent;  for  use  only  in  vulcanized  natural  or  synthetic 
rubber  gasket  compositions. 

Complying  with  i  1^.3740  of  this  chapter;  except  that, 
there  is  no  limitation  on  polymer  thickness. 

2  percent. 

1  percent. 

No  limitation  on  amount  used  but  for  ase  only  in  closure- 
sealing  gasket  compositions  used  in  contact  with  non¬ 
fatty  foods  containing'  no  more  than  8  percent  of 
alcohol. 

1  percent. 

0.4  percent;  for  use  only  in  vulcanized  natural  or  syn¬ 
thetic  mbber  gasket  compositions. 


5  percent. 


2  percent. 

1  percent. 
0.5  percent. 


5  percent. 

5  percent. 

1  percent. 

0.2  percent. 
0.5  percent. 


1  percent. 

0.5  percent. 

1  percent. 

1  percent;  for  use  only  in  vulcanized  natural  or  syntbetle 
rubbw  gasket  compositions. 

1  percent. 


0.05  percent. 

1  percent. 

1  p«cent. 

2  percent. 

1  percent. 

0.24  percent;  for  use  only  as  a  reactive  adjuvant  sub¬ 
stance  employed  in  the  production  of  gelatin-bonded 
cord  compositions  for  use  in  lining  crown  closures.  Tlia 
gelatin  so  used  shall  be  technical  grade  or  better. 


1  percent. 

1  percent. 

1  percent. 
0.06  percent. 
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Sodium  labrj'l  sulfate . 

Sodium  liitnin  sulfonate . . . . 

Sodium  myristyl  sulfate  (sodium  tetradecyl  sulfate). 
Sodium  nitrite . 


Sodium  o-phenylphenate . 

Sodium  polyacrylate . . . . 

Sodium  and  potassium  pentachlorophenate . 

Sodium  salt  of  trisopropyl  naphtlialenesulfonic  acid . 

Sodium  tridecylsuliate . 

Stearic  acid  amide . 

Sulfur . 


Tallow,  sulfated . 

Tin-*inc  stearate . 

Tri(mixed  mono-  and  dinonylphenyl)  phosphite. 

Vinyl  chloride-vinyl  copolymer . 

Zinc  dihutyldithiocarbamate . 


Table  2. — ilaxiininn  extractifrg  tolcranrcH 
(In  parts  per  million] 


Chloro-  Chloro-  Chloro¬ 
form  form  form' 
Type  of  closure-sealing  fraction  fraction  fraction 
gasket  composHion  of  water  of  hep-  of  aloo- 
extrac-  tane  ex-  hoi  ex- 
llves  traciivestractlves 


1.  Plastlclred  poU-mera,  In¬ 
cluding  unvulcanixed  or 
vulcanized  or  otherwise 
cured  natural  and  syn¬ 
thetic  rubber  formed  In 
place  as  overall  discs  or 
annular  rings  from  a  hot 
melt,  solution,  plastisol, 
organisol,  mechanical 
dispersion,  or  latex . . 

3.  Preformed  overall  discs 

or  annular  rings  of  plas¬ 
ticized  polymers.  In¬ 
cluding  unvulcanized 
natural  or  synthetic 
rubber . 

8.  Preformed  overall  discs  or 
annular  rings  of  vulcan¬ 
ized  plasticized  poly¬ 
mers,  including  natural 
or  synthetic  rubber . 

4.  Preformed  overall  discs  or 

annular  rings  of  poly¬ 
meric  or  resi  nous-coat  M 
paper,  paperboard, 
plastic,  or  metal  foil 
substrates . 

5.  Closures  with  .  sealing 

gaskets  or  sealing  com¬ 
positions  as  described 
in  1,  2,  3,  and  4,  and  in¬ 
cluding  paper,  paper- 
board,  and  glasslne  used 
lor  dry  foods  only . 


50  500  50 


50  350  50 


50  50  50 


.50  350  50 


(')  (•)  O 


>  Extractability  tests  not  applicable. 


1  percent. 

0.2  percent. 

0.8  percent. 

0.2  percent;  for  use  only  in  annular  ring  gaskets  applied 
in  aqueous  dispersions  to  closures  for  containers  having 
a  rapacity  of  not  less  than  5  gallons. 

0.05  percent. 

5  percent. 

0.05  percent. 

0.2  percent. 

0.6  percent. 

5  percent. 

Fur  use  only  as  a  vulcanizing  agent  in  vulcanized  natural 
or  synthetic  niblier  gasket  compositions  at  a  level  not 
to  exceed  4  percent  by  weight  of  the  elastomer  content 
of  the  rubber  gasket  composition. 

1  percent. 

2  percent. 

1  percent. 

0.8  percent:  for  use  only  in  vulcanized  natural  or  syn¬ 
thetic  rublier  gasket  compositions. 


(c)  The  closure  assembly  to  include 
the  sealing  gasket  or  sealing  compound, 
together  with  any  polymeric  or  resinous 
coating,  film,  foil,  natural  cork,  or  glass 
that  forms  a  part  of  the  food-c(Hitact 
surface  of  the  assembly,  when  extracted 
on  a  suitable  glass  container  with  a  sol¬ 
vent  or  solvents  characterizing  the  type 
of  foods,  and  under  conditions  of  time 
and  temperature  characterizing  the  con¬ 
ditions  of  its  use  as  determined  from 


Tables  3  and  4  shall  yield  net  chloroform- 
soluble  extractives  (corrected  for  zinc  as 
zinc  oleate)  not  to  exceed  the  tolerances 
specified  in  Table  2.  calculated  on  the 
basis  of  the  water  capacity  of  the  con¬ 
tainer  on  which  the  closure  is  to  be 
used.  Employ  the  analytical  method  de¬ 
scribed  in  §  175.300  of  this  chapter, 
adapting  the  procedural  details  to  make 
the  method  applicable  to  closures;  such 
as.  for  example,  placing  the  closed  glass 
container  on  its  side  to  assure  contact  of 
the  closure’s  food-contacting  surface 
with  the  solvent. 

T.vble  3— Tvrts  or  Food 

I.  Xonocid  (pll  abovp  5.0),  aqumus  products:  may 
contain  salt  or  sugar  or  l<oth,  and  including 
oil-in-wat  cr  emulsions  of  low-  or  high-fat  content. 
II.  Acidic  (pH  5.0  or  below),  aqueous  products:  may 
contain  salt  or  sugar  or  both,  and  including 
oil-in-water  emulsions  of  low-  or  high-fat  -Xnitent. 

III.  Aqueous,  acid  or  nonacid  products  containing  fre« 

oil  or  fat;  may  contain  salt,  and  including  water- 
in-oil  emulsions  of  low-  or  high-fat  content. 

IV.  Dairy  products  and  modifications: 

A.  Water-in-oil  emulsions,  high-  or  low-fat. 
n.  Oil-in-water  emulsions,  high-  or  low-fat. 

V.  Low-moisture  fats  and  oils. 

VI.  Beverages: 

A.  ('ontalning  alcohol. 

B.  Nonalcoholic. 

VII.  Bakery  products. 

VIII.  Dry  solids  (no  end-test  required). 


Table  4. —  Teat  procedures  irith  time-temperature  conditions  for  detenuininff  amount 
of  extractives  from  closure-sealing  gaskets,  using  solvents  simulating  types  of 
foods  and  beverages 


Conditions  of  use 


Types  of  food . 
(see  Table  3) 


Extractant 


Water  (time  and 
temperature) 


Heptane  ■  (time  8  pet  alcohol 
and  tempera-  (time  and  tem- 
ture)  ,  perature) 


C.  Hot  filled  or  pasteurized  above 
ISCP  F. 


D.  Hot  filled  or  pasteurized  below 
.  150f  F. 


E.  Room  temperature  filled  and 

stored  (no  thermal  treatment 
in  the  container). 

F.  Refrigerated  st.aage  (no  thermal 

treatment  in  the  container). 


A.  High  temperature  heat -sterilized  (I.  IV-B . 2S(FF.2hr . . 

(e  g.,  over  212“  F).  illl.  IV-A.  VH....  I>o. 

B.  Boiling  water-sterilized . ill . 212“  F,  30  min.... 

IllI.VH . 

II,  IV-B . Fill  Imiling,  cool 

to  100“  F. 

III,  IV-A . 

V_ . 

II,  IV-B,  VT-B...  150“  F,  2hr . 

III,  IV-A . 

V  . 

Ivi-A . 

II,  IV-B.  \T-B...  120P  F,24hr . 

HI.  IV-A . 

V  . 

l\T-A . 

I.  II  III.  IV-A. 

IV-B,  \T-B, 

VII . 70“  F,48hr . . 

VI-A . . 

Q.  Frozen  storage  (no  thermal  treat-  I,  II,  III,  IV-B 

men!  in  the  container).  VII . TOP  F,  24  hr . 


1.50“  F,  2  hr . 

'i^  FlsOmin'lI 


120“  F,  15  min... 
Do. 


100“  F.  30  min... 
Do. 


150“  F,  2  hr. 


TOP  F,  30  min.... 
Do. 


120“  F,  24  hr. 


70“  F,  30  min.... 


TOP  F.  48  hr. 


<  Heptane  extractant  not  applicable  to  closure-sealing  gaskets  cvercoated  with  wax. 
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§  177.1240  1,4-Cycloliexylone  dimolhyl- 
ene  lerephlhalale  and  1 ,4.cyclohexyl- 
ene  dimelhyirne  isophihalale  copoly¬ 
mer. 

Copolymer  of  1,4 -cyclohexylene  di’ 
methylene  terephthalate  and  1,4-cyclo¬ 
hexylene  dimethylene  isophthalate  may 
be  safely  used  as  an  article  or  component 
of  articles  used  in  producing,  manufac¬ 
turing,  packing,  processing,  preparing, 
treating,  packaging,  transporting,  or 
holding  food,  subject  to  the  provisions 
of  this  section: 

(a)  The  copolymer  is  a  basic  polyester 
produced  by  the  catalytic  condensation 
of  dimethyl  terephthalate  and  dimethyl 
isophthalate  with  cyclohexanedimetha- 
nol-1.4,  to  which  may  have  been  added 
certain  optional  substances  required  in 
its  production  or  added  to  impart  desired 
physical  and  technical  properties. 

(b)  The  quantity  of  any  optional  sub¬ 
stance  employed  in  the  production  of 
the  copolymer  does  not  exceed  the 
amoimt  reasonably  required  to  accom¬ 
plish  the  intended  physical  or  technical 
effect  or  any  limitation  further  provided. 

(c)  Any  substance  employed  in  the 
production  of  the  copolymer  that  is  the 
subject  of  a  regulation  in  Parts  174, 
175,  176,  177,  178  and  §  179.45  of  this 
chapter  conforms  with  any  specification 
in  such  regulation. 

(d)  Substances  employed  in  the  pro¬ 
duction  of  the  copolymer  include: 

(1)  Substances  generally  recognized 
as  safe  in  food. 

(2)  Substances  subject  to  prior  sanc¬ 
tion  or  approval  for  use  in  the  copolymer 
and  used  in  accordance  with  such  sanc¬ 
tion  or  approval. 

<3)  Sutetances  which  by  regulation 
in  Parts  174,  175, 176, 177,  178  and  §  179.- 
45  of  this  chapter  may  be  safely  used 
as  components  of  resinous  or  polymeric 
coatings  and  film  used  as  food-contact 
surfaces,  subject  to  the  provisions  of 
such  regulation. 

(e)  The  copolsrmer  conforms  with  the 
following  specifications: 

(1)  The  copolymer,  when  extracted 
with  distilled  water  at  refiux  tempera¬ 
ture  for  2  hours,  yields  total  extractives 
not  to  exceed  0.05  percent. 

(2)  The  copolymer,  when  extracted 
with  ethyl  acetate  at  refiux  temperature 
for  2  hours,  yields  total  extractives  not 
to  exceed  0.7  percent. 
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(3)  The  copolymer,  when  extracted 
with  n-hexane  at  reflux  temperature  for 
2  hours,  yields  total  extractives  not  to 
exceed  0.05  percent. 

§  177.1310  Ethylene-acrylic  arid  copoly¬ 
mers. 

The  ethylene-acrylic  acid  copolymers 
identified  in  pararaph  (a)  of  this  sec¬ 
tion  may  be  safely  used  as  components 
of  articles  intended  for  use  in  contact 
with  food  subject  to  the  provisions  of 
this  section. 

(a)  For  the  purpose  of  this  section, 
ethylene-acrylic  acid  copolymers  con¬ 
sist  of  basic  copolymers  produced  by  the 
copolymerization  of  ethlene  and  acrylic 
acid  such  that  the  finished  basic  copoly¬ 
mers  contain  no  more  than  10  weight- 
percent  of  total  poljmner  units  derived 
from  acrylic  acid. 

(b)  The  finished  food -con tact  article, 
when  extracted  with  the  solvent  or  sol¬ 
vents  characterizing  the  type  of  food  and 
under  the  conditions  of  its  intended  use 
as  determined  from  Tables  1  and  2  of 
§  176.170(c)  of  this  chapter,  yields  net 
acidified  chloroform-soluble  extractives 
not  to  exceed  0.5  milligram  per  square 
inch  of  food-contact  surface  when  tested 
by  the  methods  prescribed  in  f  177.1330 

(c) ,  except  that  net  acidified  chloroform- 
soluble  extractives  from  paper  and 
paperboard  complying  with  $  176.170  of 
this  chapter  may  be  corrected  for  wax, 
petrolatum,  and  mineral  oil  as  provided 
in  §  176.170(d)  (5)  (Ui)(b)  of  this  chap¬ 
ter.  If  the  finished  food-contact  article 
is  itself  the  subject  of  a  regulation  in 
Parts  174,  175,  176,  177,  178  and  S  179.45 
of  this  chapter,  it  shall  also  comply  with 
any  specifications  and  limitations  pre¬ 
scribed  for  it  by  that  regulation.  (Note: 
In  testing  the  finished  food-contact 
article,  use  a  separate  test  sample  for 
each  extracting  solvent.) 

(c)  The  provisions  of  this  section  are 
not  applicable  to  ethylene-acrylic  acid 
copedymers  used  in  food-packaging  ad¬ 
hesives  complying  with  S  175.105  of  this 
chapter. 

§  177.1320  Ethylene-ethyl  acrylate  «>- 
polymers. 

Ethylene-ethyl  acrylate  copolymers 
may  be  safely  used  to  produce  packaging 
materials,  containers,  and  equipment  in¬ 
tended  for  use  in  producing,  manufac¬ 


turing,  packing,  processing,  preparing, 
treating,  packaging,  transporting,  (m* 
holding  food,  in  accordance  with  the 
following  prescribed  conditions: 

(a)  Ethylene-ethyl  acrylate  copoly¬ 
mers  consist  of  basic  resins  produced  by 
the  catalytic  copolymerization  of  ethyl¬ 
ene  and  ethyl  acrylate,  to  which  may 
have  been  added  certain  optional  sub¬ 
stances  to  impart  desired  technological 
properties  to  the  resin.  Subject  to  any 
limitations  prescribed  in  this  section,  the 
optional  substances  may  include: 

( 1 )  Substances  generally  recognized  as 
safe  in  food  and  food  packaging. 

(2)  Substances  the  use  of  which  is 
permitted  imder  applicable  regulations 
in  Parts  170  through  189  of  this  chapter, 
prior  sanction,  or  approvals. 

(b)  The  ethyl  acrylate  content  of  the 
copolymer  does  not  exceed  8  percent  by 
weight  unless  it  is  blended  with  poly¬ 
ethylene  or  with  one  or  more  olefin 
copolymers  complying  with  5  177.1520  or 
with  a  mixture  of  polyethylene  and  one 
or  more  olefin  copolymers,  in  such  pro¬ 
portions  that  the  ethyl  acrylate  content 
of  the  blend  does  not  exceed  8  percent 
by  weight,  or  unless  it  is  used  in  a  coat¬ 
ing  complying  with  §  175.300  or  §  176.170 
of  this  chapter,  in  such  proportions  that 
the  ethyl  acrylate  content  does  not  ex¬ 
ceed  8  percent  by  weight  of  the  finished 
coating. 

(c)  Ethylene-ethyl  acrylate  copoly¬ 
mers  or  the  blend  shall  conform  to  the 
specifications  prescribed  in  paragraph 
(c)(1)  of  this  section  and  shall  meet 
the  ethvl  acrylate  content  limits  pre¬ 
scribed  in  paragraph  (b)  of  this  section, 
and  the  extractability  limits  prescribed 
in  paragraph  (c)  (2)  of  this  section,  when 
tested  by  the  methods  pi’escribed  for 
polyethylene  in  §  177.1520. 

(1)  Specifications — (i)  Infrared  iden¬ 
tification.  Ethylene-ethyl  acrylate  co¬ 
polymers  can  be  identified  by  their 
characteristic  infrared  spectra. 

(ii)  Quantitative  determination  of 
ethyl  acrylate  content.  The  ethyl  acry¬ 
late  can  be  determined  bv  the  infrared 
spectra.  Prepare  a  scan  from  10.5  mi¬ 
crons  to  12.5  microns.  Obtain  a  base¬ 
line  absorbance  at  11.6  microns  and 
divide  bv  the  plaque  thickness  to  obtain 
absorbance  per  mil.  From  a  previously 
prepared  calibration  curve,  obtain  the 
amount  of  ethyl  acrylate  present. 
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(ill)  Specific  gravity.  Ethylene-ethyl 
acrylate  copolymers  have  a  speciflc 
gravity  of  not  less  than  0.920  nor  more 
than  0.935,  as  determined  by  A.S.T.M. 
Method  D-1505. 

(2)  Limitations.  Ethylene-ethyl  acry¬ 
late  copolymers  or  the  blend  may  be 
used  in  contact  with  food  except  as  a 
component  of  articles  used  for  packag¬ 
ing  or  holding  food  during  cooking  pro¬ 
vided  they  meet  the  following  extracta- 
bility  limits: 

(i)  Maximum  soluble  fraction  of  11.3 
percent  in  xylene  after  refluxing  and 
subsequent  cooling  to  25*  C. 

(ii)  Maximum  extractable  fraction  of 
5.5  percent  when  extracted  with  n-hex- 
ane  at  50*  C. 

(d)  The  provisions  of  paragraphs  (b) 
and  -(c)  (2)  of  this  section  are  not  appli¬ 
cable  to  ethylene-ethyl  acrylate  copoly¬ 
mers  used  in  the  formulation  of  ad¬ 
hesives  complying  with  S  175.105  of  this 
chapter. 

§  177.1330  Ethylene-methacrylic  acid  co¬ 
polymers,  ethylene-metharrylic  acid- 
vinyl  acetate  copolymers,  and  their 
partial  salts. 

Elthylene-methacrylic  acid  copolymers, 
ethylene-methacrylic  acid-vinyl  acetate 
copolymers,  and/or  their  ammonium, 
calcium  magnesium,  sodium,  and/or 
zinc  partial  salts  may  be  safely  used  as 
articles  or  components  of  articles  in¬ 
tended  for  use  in  contact  with  food,  in 
accordance  with  the  following  prescribed 
conditions: 

(a)  For  the  purpose  of  this  section,  the 
ethylene-methacrylic  acid  copolymers 
consist  of  basic  copolymers  produced  by 
the  copolymerization  of  e^ylene  and 
methacrylic  acid  such  that  the  copoly¬ 
mers  contain  no  more  than  20  weight 
percent  of  polymer  units  derived  from 
methacrylic  acid,  and  the  ethylene- 
methacrylic  acid-vinyl  acetate  copoly¬ 
mers  consist  of  basic  copolymers  pro¬ 
duced  by  the  copolymerization  of  ethyl¬ 
ene.  methacrylic  acid,  and  vinyl  acetate 
such  that  the  copolymers  contain  no 
more  than  15  weight  percent  of  polymer 
units  derived  from  methacrylic  acid. 

(b)  TTie  finished  food-contact  article, 
when  extracted  with  the  solvent  or  sol¬ 
vents  characterizing  the  type  of  food  and 
under  the  conditions  of  time  and  tem¬ 
perature  characterizing  the  conditions  of 
its  intended  use  as  determined  from 
tables  1  and  2  of  S  176.170(c)  of  this 
chapter,  yields  net  acidified  chloroform- 
soluble  extractives  in  each  extracting 
solvent  not  to  exceed  0.5  milligram  per 
square  inch  of  food -contact  surface  when 
tested  by  the  methods  described  in  para¬ 
graph  (c)  of  this  section;  and  if  the  fin¬ 
ished  food-contact  article  is  itself  the 
subject  of  a  regulation  in  Parts  174,  175, 
176,  177,  178  and  §  179.45  of  this  chap¬ 
ter.  it  shall  also  comply  with  any  speci¬ 
fications  and  limitations  prescribed  for 
it  by  that  regulation.  (Note:  In  testing 
the  finished  food-contact  article,  use  a 
separate  test  sample  for  each  required 
extracting  solvent.) 

(c)  Analytical  methods — (1)  Selection 
of  extractability  conditions.  First  ascer¬ 
tain  the  type  of  food  (table  1  of  i  176.- 


170(c)  of  this  chapter)  that  is  being 
packed  or  used  in  contact  with  the  fln- 
ished  food-contact  article  described  in 
paragraph  (b)  of  this  section,  and  also 
ascertain  the  normal  conditions  of  ther¬ 
mal  treatment  used  in  packaging  or  con¬ 
tacting  the  type  of  food  involved.  Using 
table  2  of  §  176.170(c)  of  this  chapter, 
select  the  f(^ -simulating  solvent  or  sol¬ 
vents  and  the  time-temperature  test  con¬ 
ditions  that  correspond  to  the  intended 
use  of  the  flnished  food-contact  article. 
Having  selected  the  appropriate  food- 
simulating  solvent  or  solvents  and  time- 
temperature  exaggeration  over  normal 
use,  follow  the  applicable  extraction  pro¬ 
cedure. 

(2)  Reagents — (i)  Water.  All  water 
used  in  extraction  procedures  should  be 
freshly  demineralized  (deionized),  dis¬ 
tilled  water. 

(li)  n~Heptane.  Reagent  grade,  fresh¬ 
ly  redistilled  before  use.  using  cmly  ma¬ 
terial  boiling  at  208*  F. 

(iii)  Alcohol.  8  or  50  percent  (by  vol¬ 
ume),  prepared  from  undenatured  95 
percent  ethyl  alcohol  diluted  with  de¬ 
mineralized  (deionized),  distilled  water. 

(iv)  Chloroform.  Reagent  grade, 
freshly  redistilled  before  use.  or  a  grade 
having  an  established,  consistently  low 
blank. 

(3)  Selection  of  test  method.  The  fln¬ 
ished  food-contact  articles  shall  be  test¬ 
ed  either  by  the  extraction  cell  described 
in  the  Journal  of  the  Association  of  Of- 


If  when  calculated  by  the  equations  in 
paragraph  (p)(5)(i)  (a)  and  (b)  of  this 
section,  the  extractives  in  milligrams  per 
square  inch  exceed  the  limitations  pre¬ 
scribed  in  paragraph  (b)  of  this  section, 
proceed  to  paragraph  (c)  (5)  (ii)  of  this 
section  (method  for  determining  the 
amount  of  acidifled  chloroform-soluble 
extractives  residue) . 

(11)  Acidified  chlnro*orm-soluble  ex¬ 
tractives  residue.  Add  3  miPiliters  of  37 
percent  ACS  reagent  grade  hydrochloric 
acid  arid  3  milliliters  of  distilled  water 
to  the  evaporating  dish  containing  the 
dried  and  weighed  residue,  e,  obtained  in 
paragraph  (c)  (5)(i)  of  this  section.  Mix 
well  so  every  portion  of  the  residue  is 
wetted  with  the  hydrochloric  acid  solu¬ 
tion.  Then  add  50  milliliters  of  chloro¬ 
form.  Warm  carefully,  and  Alter  through 
Whatman  No.  41  Alter  paper  (or  equiv¬ 
alent)  in  a  Pyrex  (or  equivalent),  fun¬ 
nel,  collecting  the  filtrate  in  a  clean 
separatory  funnel,  shake  for  1  minute, 
then  draw  off  the  chloroform  layer  into 
a  clean  tared  evaporating  dish  (platinum 
or  Pyrex).  Repeat  the  chloroform  ex¬ 
traction.  washing  the  dish,  the  Alter  pa¬ 
per,  and  the  separatory  funnel  with  this 
second  portion  of  chlorofcMm.  Add  this 


flcial  Agricultural  Chemists.  Volume  47, 
No.  1,  pages  177-179  (February  1964), 
also  described  in  ASTM  Method  F  34- 
63T,  or  by  adapting  the  in-container 
methods  described  in  S  175.300(e)  of  this 
chapter. 

(4)  Selection  of  samples.  Quadrupli¬ 
cate  samples  should  be  tested,  using  for 
each  replicate  sample  the  number  of  fin¬ 
ished  articles  with  a  food-contact  sur¬ 
face  nearest  to  100  square  inches. 

(5)  Determination  of  amount  of  ex¬ 
tractives — (i)  Total  residues.  At  the  end 
of  the  exposure  period,  remove  the  test 
container  or  test  cell  frwn  the  oven,  if 
any,  and  combine  the  solvent  for  each 
replicate  in  a  clean  Pyrex  (or  equivalent) 
flask  or  beaker,  being  sure  to  rinse  the 
test  container  or  cell  with  a  small  quan¬ 
tity  of  clean  solvent.  Evaporate  the  food- 
simulating  solvents  to  about  100  milli¬ 
liters  in  the  flask,  and  transfer  to  a  clean, 
tared  evaporating  dish  (platinum  or 
Pyrex),  washing  the  flask  three  times 
with  small  portions  of  solvent  used  in 
the  extraction  procedure,  and  evaporate 
to  a  few  milliliters  on  a  nonsparking, 
low-t<‘mperature  hotplate.  The  last  few 
milliliters  should  be  evaporated  in  an 
oven  maintained  at  a  temperature  of 
221*  F.  Cool  the  evaporating  dish  in  a 
desiccator  for  30  minutes  and  weigh  the 
residues  to  the  nearest  0.1  milligram,  e. 
Calculate  the  extractives  in  milligrams 
per  square  inch  of  the  container  or  ma¬ 
terial  surface. 


filtrate  to  the  original  filtrate  and  evap¬ 
orate  the  total  down  to  a  few  milliliters 
on  a  low-temperature  hotplate.  TTie  last 
few  milliliters  should  be  evaporated  in  an 
oven  maintained  at  221°  F.  Cool  the 
evaporating  dish  in  a  desiccator  for  30 
minutes  and  weigh  to  the  nearest  0.1 
milligram  to  get  the  acidifled  chloroform- 
soluble  extractives  residue,  e’.  This  e' 
is  substituted  for  e  in  the  equations  in 
paragraph  (c)(5)(i)  (a)  and  (b)  of  this 
section. 

(d)  The  provisions  of  paragraph  (b) 
of  this  section  are  not  applicable  to  the 
ethylene-methracrylic  acid  copolymers, 
ethylene-methacrylic  acid-vinyl  acetate 
copolymers,  and  or  their  ammonium, 
calcium,  magnesium,  sodium,  and/or 
zinc  partial  salts  used  in  food-packing 
adhesives  complying  with  9  175.105  of 
this  chapter.  , 

§  177.1340  Ethylene-methyl  acrylate  co¬ 
polymer  resins. 

Ethylene-methvl  acrvlate  cooolymer 
resins  may  be  safely  used  as  articles  or 
components  of  articles  intended  for  use 
in  contact  with  food,  in  accordance  with 
the  following  prescribed  conditions: 

(a)  For  the  purpose  of  this  section. 


(a)  It'alfT  Mtid  8-  and  SO-prretnt  alcohol.  Milligrains  ntnictiTM  per  square  inch--. 


(5)  Heptane.  Millifn^ms  extractives  per  square  inch- - 

(*)  (f) 

where: 

r- Milligrams  extractives  per  sample  tested. 

«- Surface  area  tested,  in  square  inches. 

f-Five,  the  ratio  of  the  amount  of  extractives  removed  by  heptane  under  exaereraled  time-temperature  test 
conditions  compared  to  the  amount  extracted  by  a  fat  or  oil  under  exaggerated  conditions  of  thermal  sterili- 
tation  and  use. 

Acidified  chloroform-soluble  extractives  residue. 
t‘  is  substituted  for  e  in  the  al>ove  equations  when  necessary. 
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the  ethylene -methyl  acrylate  copolymer 
resins  consist  of  basic  copolymers  pro¬ 
duced  by  the  copolymerization  of  ethyl¬ 
ene  and  methyl  acrylate  such  that  the 
copolymers  contain  no  more  than  25 
weight  percent  of  polymer  units  derived 
from  methyl  acrylate. 

<b)  The  flnshed  food-contact  article, 
when  extracted  with  the  solvent  or  sol¬ 
vents  characterizing  the  type  of  food  and 
under  the  conditions  of  time  and  tem¬ 
perature  characterizing  the  conditions  of 
its  intended  use  as  determined  from  ta¬ 
bles  1  and  2  of  §  176.170(c)  of  this  chap¬ 
ter,  yields  net  chloroform-soluble  extrac¬ 
tives  (corrected  for  zinc  extractives  as 
zinc  oleate)  in  each  extracting  solvent 
not  to  exceed  0.5  milligram  per  square 
inch  of  food-contact  surface  when  t^ted 
by  the  methods  described  in  §  176.170(d) 
of  this  chapter.  If  the  finished  food- 
contact  article  is  itself  the  subject  of  a 
regulation  in  Parts  174,  175,  176,  177,  178 
and  §  179.45  of  this  chapter,  it  shall 
also  comply  with  any  specifications  and 
limitations  prescribed  for  it  by  that 
regulation. 

Note. — In  testing  the  finshed  food-contact 
article,  use  a  separate  test  sample  for  each 
required  extracting  solvent. 

(c)  The  provisions  of  this  section  are 
not  iq}plicable  to  ethylene-methyl  acry¬ 
late  copolymer  resins  used  in  food-pack¬ 
aging  adhesives  coipplying  with  §  175.- 
105  of  this  chapter. 

§  177.1350  Ethylene-vinyl  acetate  co¬ 
polymers. 

Ethylene-vinyl  acetate  copolymers 
may  be  safely  used  as  articles  or  compo¬ 
nents  of  articles  Intended  for  use  in  pro¬ 
ducing,  manufacturing,  packing,  proc¬ 
essing,  preparing,  treating,  packaging, 
transporting,  or  holding  food  in  accord¬ 
ance  with  the  following  prescribed 
conditions: 

(a)  Ethylene-vinyl  acetate  copolymers 
consist  of  basic  resins  produced  by  the 
catalytic  copolymerization  of  ethylene 
and  vinyl  acetate  to  which  may  have 
been  added  certain  optional  substances 
to  impart  desired  technological  or  physi¬ 
cal  properties  to  the  resin.  Subject  to 
any  limitations  prescribed  in  this  sec¬ 
tion,  the  optional  substances  may  in¬ 
clude: 

(1)  Substances  generally  recognized  as 
safe  in  food  and  food  packaging. 

(2)  Substances  the  use  of  which  is 
permitted  under  applicable  regulations 
in  Parts  170  through  189  of  this  chapter, 
prior  sanction,  or  anirovals. 

(3)  Substances  identified  in  S  175.300 

(b)(3)  (XXV),  (xxvi),  (xxvii),  (xxx), 
and  (xxxiii)  of  this  chapter. 

(4)  Erucamide  as  identified  in  S  178.- 
3860  of  this  chapter. 

(b)  Ethylene-vinyl  acetate  copoly¬ 
mers,  with  or  without  the  optional  sub¬ 
stances  described  in  paragraph  (a)  of 
this  section,  when  extracted  with  the  sol¬ 
vent  or  solvents  characterizing  the  tirpe 
of  food,  and  under  conditions  of  time 
and  temperature  characterizing  the 
conditions  of  their  intended  use  as  de¬ 
termined  from  Tables  1  and  2  of  §  176.- 
170(c)  of  this  chapter,  shall  yield  net 


chloroform-soluble  extractives  corrected 
for  zinc  as  zinc  oleate  not  to  exceed  0.5 
milligram  per  square  inch  of  an  appro¬ 
priate  sample. 

(c)  The  provisions  of  paragraph  (b) 
of  this  section  are  not  applicable  to 
ethylene-vinyl  acetate  copolymers  used 
in  food-packaging  adhesives  complying 
with  §  175.105  of  this  chapter. 

(d)  Ethylene-vinyl  acetate  copoly¬ 
mers  may  be  irradiated  under  the  follow¬ 
ing  conditions  to  produce  molecular 
crosslinking  of  the  polymers  to  impart 
desired  properties  such  as  increased 
strength  and  increased  ability  to  shrink 
when  exposed  to  heat: 

(1)  Electron  beam  source  of  icxiizing 
radiation  at  a  maximum  energy  of  3  mil¬ 
lion  electron  volts:  maximum  absorbed 
dose  not  to  exceed  8  megarads. 

(2)  The  finished  food-contact  film 
shall  meet  the  extractives  limitations 
prescribed  in  paragraph  (e)(2)  of  this 
section. 

(3)  The  ethylene- vinyl  acetate  co¬ 
polymer  films  may  be  further  irradiated 
in  accordance  with  the  provisions  of 
paragraph  (e)(1)  of  this  section:  Pro¬ 
vided.  That  the  total  accumulated  radia¬ 
tion  dose  from  both  electron  beam  and 
gamma  ray  radiation  does  not  exceed 
8.0  megarads. 

(e)  Ethylene-vinyl  acetate  copolymer 

films  intended  for  contact  with  food  may 
be  irradiated  to  control  the  growth  of 
microorganisms  imder  the  following 
conditions:  * 

(1)  Gamma  photons  emitted  from  a 
cobalt-60  sealed  source  in  the  dose  range 
of  0. 5-5.0  megarads. 

(2)  The  irradiated  ethylene-vinyl  ace¬ 
tate  copolymer  films,  when  extracted 
with  reagent  grade  n-heptane  (freshly 
redistilled  before  use)  according  to 
methods  described  under  §  176.170(d)  (3) 
of  this  chapter,  at  75'  P  for  30  minutes 
shall  yield  total  extractives  not  to  ex¬ 
ceed  4.5  percent  by  weight  of  the  film. 

§  177.1360  Elhylene*vinyl  acetate-vinyl 
alcohol  copolymers. 

Ethylene-vinyl  acetate-vinyl  alcohol 
copolymers  may  be  safely  used  as  ar¬ 
ticles  or  components  of  articles  intended 
for  use  in  contact  with  food,  in  accord¬ 
ance  with  the  following  prescribed 
conditions: 

(a)  Ethylene -vinyl  acetate-vinyl  alco¬ 
hol  copolymers  are  produced  by  the  par¬ 
tial  or  complete  alcoholysis  or  hydrolysis 
of  those  ethylene-vinyl  acetate  copoly¬ 
mers  complying  with  $  177.1350  and  con¬ 
taining  a  minimum  of  55  percent  ethyl¬ 
ene  such  that  the  finished  ethylene-vinyl 
acetate-vinyl  alcohol  copolymers  will 
contain  no  more  than  30  percent  vinyl 
alcohol  imits  by  weight. 

(b)  The  finished  food  contact  article 
shall  not  exceed  0.005  inch  thickness  and 
shall  contact  foods  only  of  the  types 
identified  in  table  1  of  S  176.170(c)  of 
this  chapter  in  categories  I,  II,  rV-B,  VI, 
VII-B,  and  VIII  under  the  conditions  of 
use  D  through  G  described  in  table  2 
of  §  176.170(c)  of  this  chapter:  Provided, 
That  film  samples  of  0.005  inch  thick¬ 
ness  representing  the  finished  article 


FEDERAL  REGISTER,  VOL.  42,  NO.  50 — TUESDAY,  MARCH 


meet  the  following  extractives  limitation 
when  tested  by  ASTM  Method  F34-63T: 

( 1 )  The  film  when  extracted  with  dis¬ 
tilled  water  at  70'  F  for  48  hours  yields 
total  extractives  not  to  exceed  0.03  milli¬ 
grams  per  square  inch  of  food-contact 
surface. 

(2)  The  film  when  extracted  with  50 
percent  alcohol  at  70®  P  for  48  hours 
yields  total  extractives  not  to  exceed 
0.04  milligram  per  square  inch  of  food- 
contact  surface. 

(c)  The  provisions  of  this  section  are 
not  applicable  to  ethylene-vinyl  acetate- 
vinyl  alcohol  copolymers  used  in  the  food 
packaging  adhesives  complying  with 
§  175.105  of  this  chapter. 

§  177.1380  Fluorocarbon  resina. 

Fluorocarbon  resins  may  be  safely 
used  as  articles  or  components  of  articles 
intended  for  use  in  contact  with  food,  in 
accordance  with  the  followiiig  prescribed 
conditions: 

(a)  For  the  purpose  of  this  section, 
fluorocarbon  resins  consist  of  basic  resins 
produced  as  follows: 

( 1 )  Chlorotrifluoroethylene  resins  pro¬ 
duced  by  the  homopolymerization  of 
chlorotrifluoroethylene. 

( 2 )  Chlorotrifluoroethylene- 1 , 1  -difiu- 
oroethylene  copolymer  resins  produced 
by  copolymerization  of  chlorotrifiuoro- 
ethylene  and  1,1-difiuoroethylene. 

( 3 )  Chlorotrifluoroethylene- 1 , 1  -diflu- 
oroethylene-tetrafluoroethylene  copoly¬ 
mer  resins  produced  by  copolymerization 
of  chlorotrifluoroethylene,  1,1-difluoro- 
ethylene,  and  tetrafluoroethylene. 

(b)  Fluorocarbon  resins  that  are  iden¬ 
tified  in  paragraph  (a)  of  this  section 
and  that  comply  with  the  extractives 
limitations  prescribed  in  paragraph  (c) 
of  this  section  may  be  used  as  articles 
or  components  of  articles  intended  for 
use  in  contact  with  food.  Fluorocarbon 
resins  that  are  identified  in  paragraph 
(a)  of  this  section  and  that  comply  only 
with  the  extractives  limitations  pre¬ 
scribed  in  paragraph  (c)  (1)  and  (2)  of 
this  section  may  be  used  when  such  use 
is  limited  to  articles  or  components  of 
articles  that  are  intended  fof  repeated 
use  in  contact  with  food  or  that  are  in¬ 
tended  for  one-time  use  in  contact  with 
food  only  of  the  types  identified  in 
§  176.170(c)  of  this  chapter,  table  1,  un¬ 
der  types  I,  II,  VI,  Vn-B,  and  vni.  In 
accordance  with  good  manufacturing 
practice,  those  food-contact  articles  in¬ 
tended  for  repeated  use  shall  be  thor¬ 
oughly  cleansed  prior  to  their  first  use  in 
contact  with  food. 

(c)  Extractives  limitations  are  appli¬ 
cable  to  the  basic  resins  in  the  form  of 
pellets  that  have  been  ground  or  cut  into 
small  particles  that  will  pass  through  a 
U.S.  Standard  Sieve  No.  6  and  that  will 
be  held  on  a  U.S.  Standard  Sieve  No. 
10. 

(1)  A  100-gram  sample  of  the  resin 
pellets,  when  extracted  with  100  miUl- 
liters  of  distilled  water  at  reflux  tem¬ 
perature  for  8  hours,  shall  yield  total  ex¬ 
tractives  not  to  exceed  0.003  percent  by 
weight  of  the  resins. 

(2)  A  100-gram  sample  of  the  resin 
pellets,  when  extracted  with  100  milll- 
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liters  of  50  percent  (by  volume)  ethyl 
alcohol  in  distilled  water  at  reflux  tem¬ 
perature  for  8  hours,  shall  yield  total  ex¬ 
tractives  not  to  exceed  0.003  percent  by 
weight  of  the  resins. 

(3)  A  100-gram  sample  of  the  resin 
pellets,  when  extracted  with  100  milli¬ 
liters  of  n-heptane  at  reflux  temperature 
for  8  hours,  shall  yield  total  extractives 
■not  to  exceed  0.01  percent  by  weight  of 
the  resins. 

§  177.1400  Hydroxyetliyl  cellulose  film, 
water-insoluble. 

Water-insoluble  hydroxyethyl  cellu¬ 
lose  fllm  may  be  safely  used  for  packag¬ 
ing  food  in  accordance  with  the  follow¬ 
ing  prescribed  conditions: 

(a)  Water-insoluble  hydroxyethyl  cel¬ 
lulose  fllm  consists  of  a  base  sheet  manu¬ 
factured  by  the  ethoxylation  of  cellulose 
under  controlled  conditions,  to  which 
may  be  added  certain  optional  sub¬ 
stances  of  a  grade  of  purity  suitable  for 
use  in  food  packaging  as  constituents  of 
the  base  sheet  or  as  coatings  applied  to 
impart  desired  technological  properties. 

(b)  Subject  to  any  limitations  pre¬ 
scribed  in  Parts  170  through  189  of  this 
chapter,  the  optional  substances  used  in 
the  base  sheet  and  coating  may  include: 

(1)  Substances  generally  recognized 
as  safe  in  food. 

(2)  Substances  permitted  to  be  used 
in  water-insoluble  hydroxyethyl  cellulose 
fllm  by  prior  sanction  or  approval  and 
under  conditions  specifled  in  such  sanc¬ 
tions  or  approval,  and  substances  listed 
in  S  181.22  of  this  chapter. 

(3)  Substances  that  by  any  regula¬ 
tion  promulgated  under  section  409  of 
the  act  may  be  safely  used  as  compo¬ 
nents  of  water-insoluble  hydroxyethyl 
cellulose  fllm. 

(4)  Substances  identified  in  and  used 
in  compliance  with  8  177.1200(c). 

(c)  Any  substance  employed  in  the 
production  of  the  water-insoluble  hy- 
droxyethvl  cellulose  fllm  described  in  this 
section  that  Is  the  subject  of  a  regulation 
in  Parts  174,  175,  176,  177,  178  and 
8  179.45  of  this  chapter  conforms  with 
any  specification  in  such  regulation. 

§  177.1420  Ifiobulylcne  polymers. 

Isobutylene  polymers  may  be  safely 
used  as  components  of  articles  intended 
for  use  in  producing,  manufacturing, 
packing,  processing,  preparing,  treating, 
packaging,  transporting,  or  holding  food, 
in  accordance  with  the  following  pre¬ 
scribed  conditions: 

(a)  For  the  purpose  of  this  section, 
isobutylene  polymers  are  those  produced 
as  follows: 

(1)  Polyisobutylene  produced  by  the 
homopolvmerization  of  Isobutvlene  such 
that  ^e  finished  polvmers  have  a  molec¬ 
ular  weight  of  750.000  (Flory)  or  higher. 

(2)  Isobutvlene-isoprene  copolvmers 
produced  bv  the  copolymerization  of  iso¬ 
butylene  with  not  more  than  3  molar 
percent  of  isoprene  such  that  the  finished 
polymers  have  a  molecular  weight  of 
300.000  (Flory)  or  higher. 

(3)  Chlorinated  isobutylene- Isoprene 
copolymers  produced  when  isobutylene- 
isoprene  copolymers  (molecular  weight 


300.000  (Flory)  or  higher)  are  modified 
by  chlorination  with  not  more  than  1.3 
weight-percent  of  chlorine. 

(b)  l^e  polymers  identified  in  para¬ 
graph  (a)  of  this  section  may  contain 
optional  adjuvant  substances  required 
in  the  production  of  the  polymers.  The 
optional  adjuvant  substances  required  in 
the  production  of  the  polymers  may  in¬ 
clude  substances  generally  recognized  as 
safe  in  food,  substances  used  in  accord¬ 
ance  with  a  prior  sanction  or  approval, 
and  aluminum  chloride. 

(c)  The  provisions  of  this  section  are 
not  applicable  to  polyisobutylene  used 
in  food-packaging  adhesives  complying 
with  8  175.105  of  this  chapter. 

§  177.1430  Isobutylene-butene  eopoly- 
mert. 

Isobutylene-butene  copolymers  identi¬ 
fied  in  this  section  may  be  safely  used  as 
components  of  articles  intended  for  use 
in  contact  with  food  in  accordance  with 
the  following  prescribed  conditions: 

(a^  For  the  purpose  of  this  section, 
isobutylene-butene  copolymers  consist  of 
basic  copolymers  produced  by  the  copo¬ 
lymerization  of  isobutylene  with  mix¬ 
tures  of  n-butenes  such  that  the  finished 
basic  copolymers  contain  not  less  than  45 
weight  percent  of  pcflymer  units  derived 
from  isobutylene  and  meet  the  following 
specifications : 

( 1 )  Average  molecular  weight  is  in  the 
range  300-5,000  as  determined  by  ASTM 
Method  D  2503. 

(2)  Viscosity  is  in  the  range  40-20,000 
seconds  Say  bolt  at  200”  F  as  determined 
by  ASTM  Method  D  445. 

(3)  Maximum  bromine  value  is  40  as 
determined  by  ASTM  Method  D  1492. 

(b)  The  isobutylene-butene  basic  co¬ 
polymers  are  limited  to  use : 

(1)  As  a  release  agent  in  petroleum 
wax  complying  with  8  178.3710  of  this 
chapter. 

(2)  As  a  plasticizer  in  polyethylene 
complying  with  8  177.1520  and  in  poly¬ 
styrene  complying  with  8  177.1640. 

(3)  As  a  component  of  nonfood 
articles  complying  with  88  175.300,  176.- 
170,  176.210,  177.2260(d)(2),  177.2800, 
178.3570  (provided  that  addition  to  food 
does  not  exceed  10  parts  per  million), 
or  3  176.180  of  this  chapter. 

(c)  The  provisions  of  this  section  are 
not  applicable  to  isobutylene-butene 
copolymers  used  as  provided  under 
8  175.105  of  this  chapter. 

§  177.1440  4,4'-l8opropylidencdiphenol- 
rpirblorohydrin  resins  minimum 
niolerular  weight  10,000. 

4 .4 '  -Isopropylldenediphenol-epichloro- 
hydrin  resins  having  a  minimum  molec¬ 
ular  weight  of  10.000  may  be  safely  used 
as  articles  or  components  of  articles  in¬ 
tended  for  use  in  producing,  manufac¬ 
turing,  packing,  processing,  prepwiring, 
treating,  packaging,  transporting,  or 
holding  food  in  accordance  with  the 
following  prescribed  conditions: 

(a)  4,4'  -  Isopropylidenedlphenol- 

eplchlorohvdrin  resins  consist  of  basic 
resins  produced  by  the  condensation  of 
equimolar  amounts  of  4.4'-lsonropyl- 
idenediphenol  and  epichlorohydrin  ter¬ 
minated  with  phenol,  to  which  may  have 


been  added  certain  optional  adjuvant 
substances  required  in  the  production  of 
the  resins. 

(b)  The  ootional  adjuvant  substances 
required  in  the  production  of  the  resins 
may  include  substances  generally  recog¬ 
nized  as  safe  in  food,  substances  used  in 
accordance  with  a  prior  sanction  or  ap¬ 
proval.  and  the  following: 

List  of  substances  Limitations 

Butyl  alcohol _  Not  to  exceed  300  p.p.m. 

as  re<ldual  solvent  in 
finished  resin. 

Ethyl  alcohol _  _ 

Toluene _  Not  to  exceed  1.000  p.p.m. 

as  residual  solvent  In 
finished  resin. 

(c)  4.4'-IsopropyHdenediphenol  -  epi¬ 
chlorohydrin  resins  shall  meet  the  fol¬ 
lowing  nonvolatile  extractives  limita¬ 
tions: 

(1)  Maximum  extractable  nonvolatile 
fraction  of  2  parts  per  million  when  ex¬ 
tracted  with  distill^  water  at  70”  C  for 
2  hours,  using  a  volume-to-surface  ratio 
of  2  milliliters  per  square  inch. 

(2)  Maximum  extractable  nonvolatile 
fraction  of  3  parts  per  million  when  ex¬ 
tracted  with  n-heptane  at  70”  C  for  2 
hours,  using  a  volume-to-surface  ratio 
of  2  milliliters  per  square  inch. 

(3)  Maximum  extractable  nonvolatile 
fraction  of  6  parts  per  million  when  ex¬ 
tracted  with  10  percent  (by  volume) 
ethyl  alcohol  in  distilled  water  at  70”  C 
for  2  hours,  using  a  volume-to-surface 
ratio  of  2  milliliters  per  square  inch. 

(d)  The  provisions  of  this  section  are 
not  applicable  to  4.4'-isopropylidene- 
diphenol-eplchlorohydrin  resins  listed 
in  other  sections  of  Subchapter  B  of  this 
chapter. 

§  177.1460  Mclaminr.formaldehvde  ros- 
in8  in  molded  articles. 

Melamine-formaldehyde  resins  may 
be  safely  used  as  the  food-contact  sur¬ 
face  of  molded  articles  intended  for  use 
in  producing,  manufacturing,  packing, 
processing,  preparing,  treating,  packag¬ 
ing,  transporting,  or  holding  food  in  ac¬ 
cordance  with  the  following  prescribed 
conditions: 

(a)  For  the  purpose  of  this  section, 
melamine-form^dehyde  resins  are  those 
produced  when  1  mole  of  melamine  is 
made  to  react  with  not  more  than  3  moles 
Qf  formaldehyde  in  water  solution. 

(b)  The  resins  may  be  mixed  with  re¬ 
fined  woodpulp  and  the  mixture  may 
cwitain  other  optional  adjuvant  sub¬ 
stances  which  may  include  the  following: 

List  of  substances  Limitations 

Dloctyl  phthalate _  For  use  as  lubricant. 

Hexamethylenetetra  -  For  use  only  as  po- 
mine.  lymerizatlon  reac¬ 

tion  control  agent 
Phthallc  acid  anhy-  Do. 

drlde. 

Pigments  and  color-  _ 

ants  Identified  In 
f  175.300(b)  (3) 

(xxvl)  of  this  chap¬ 
ter.  ' 

Zinc  stearate _  Fm'  tise  as  lubricant. 

(c)  The  molded  melamine-f(MTnalde- 
hyde  articles  in  the  finished  form  in 
which  they  are  to  contact  food,  when 
extracted  with  the  s(dvent  or  solvents 
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characterizing  the  type  of  food  and 
under  the  conditions  of  time  and  tem¬ 
perature  as  determined  from  tables  1  and 
2  of  §  175.300(d)  of  this  chapter,  shall 
yield  net  chloroform -soluble  extractives 
not  to  exceed  0.5  milligram  per  square 
inch  of  food-contact  surface. 

§  177.1480  Nitrile  rubber  mcnlified  acry¬ 
lonitrile-methyl  acrylate  copolymers. 

Nitrile  rubber  modified  acrylonitrile- 
methyl  acrylate  copolymers  identified  in 
this  section  may  be  safely  used  as  com¬ 
ponents  of  articles  intended  for  food- 
contact  use  under  conditions  of  use  D,  E, 
P,  or  G  described  in  table  2  of  §  176.170 
(c)  of  thLs  chapter,  subject  to  the  provi¬ 
sions  of  this  section. 

(a)  For  the  purpose  of  this  section, 
nitrile  rubber  modified  acrylonitrile - 
methyl  acrylate  copolymers  consist  of 
basic  copolymers  produced  by  the  graft 
copolymerization  of  73-77  parts  by 
weight  of  acrylonitrile  and  23-27  parts 
by  weight  of  methyl  acrylate  in  the 
presence  of  8-10  parts  by  weight  of  buta¬ 
diene-acrylonitrile  copolymers  contain¬ 
ing  approximately  70  percent  by  weight 
of  polymer  units  derived  from  butadiene. 

(b)  The  nitrile  rubber  modified  acry¬ 
lonitrile-methyl  ‘acrylate  basic  copoly¬ 
mers  meet  the  following  specifications 
and  extractives  limitations: 

(1)  Specifications,  (i)  Nitrogen  con¬ 
tent  is  in  the  range  16.5-19  percent  as 
determined  by  Kjeldahl  analysis. 

(ii)  Intrinsic  viscosity  in  acetonitrile 
at  25°  C  is  not  less  than  0.29  deciliter 
per  gram  as  determined  by  ASTM 
Method  D  1243-60. 

(iii)  Residual  acrylonitrile  monomer 
content  is  not  more  than  11  parts  per 
million  as  determined  by  gas  chromatog¬ 
raphy. 

(iv)  Acetonitrile -soluble  fraction  after 
refluxing  the  base  polymer  in  acetonitrile 
for  1  hour  is  not  greater  than  95  percent 
by  weight  of  the  basic  copoylmers. 

(2)  Extractives  limitations.  The  fol¬ 
lowing  extractives  limitations  are  deter¬ 
mined  by  an  infrared  sjjectrophotometric 
method,  available  upon  request  from  the 
Commissioner  of  Food  and  Drugs,  and 
are  applicable  to  the  basic  copolymers 
in  the  form  of  particles  of  a  size  that  will 
pass  through  a  U.S.  sandard  sieve  No.  6 
and  that  will  be  held  on  a  U.S.  standard 
sieve  No.  10: 

(i)  Extracted  copolymer  not  to  ex¬ 
ceed  2.0  parts  per  million  in  aqueous 
extract  obtained  when  a  100 -gram 
sample  of  the  basic  copolymers  is  ex¬ 
tracted  with  250  milliliters  of  deminer¬ 
alized  (deionized)  water  at  reflux 
temperature  for  2  hours. 

( ii)  Extracted  copolymer  not  to  exceed 
0.5  part  per  million  in  n-heptane  ex¬ 
tract  obtained  when  a  100-gram  sample 
of  the  basic  copolymers  is  extracted  with 
250  milliliteri.  of  r«‘agent  grade  n-heptane 
at  reflux  temperature  for  2  hours. 

(c)  Acrylonitrile  copolymers  identi¬ 
fied  in  this  section  shall  comply  with  the 
provisions  of  §  180.22  of  this  chapter. 

Note:  $  177.1480  (formerly  {  121.2614.  In¬ 
sofar  as  It  permits  a  nitrile  rubber  modified 
acrylonltrlle-methyl  acrylate  copolymer  to  be 
used  to  fabricate  beverage  containers,  was 


stayed  by  an  order  published  in  the  Federal 
Register  of  March  11,  1977  (42  FR  13546). 

§  177.1500  Nylon  resins. 

The  nylon  resins  listed  in  paragraph 
(a)  of  this  section  may  be  safely  used  to 
produce  articles  intended  fCH-  use  in 
processing,  handling,  and  packaging 
food,  subject  to  the  provisions  of  this 
section: 

(a)  The  nylon  resins  are  manufactured 
as  described  in  this  paragraph  so  as  to 
meet  the  specifications  prescribed  in 
paragraph  (b)  of  this  section  when 
tested  by  the  methods  described  in  para¬ 
graph  (c)  of  this  section. 

(1)  Nylon  66  resins  are  manufactured 
by  the  condensation  of  hexamethylene- 
diamine  and  adipic  acid. 

(2)  Nylon  610  resins  are  manufactured 
by  the  condensation  of  hexamethylene- 
diamine  and  sebacic  acid. 

(3)  Nylon  66/610  resins  are  manufac¬ 
tured  by  the  condensation  of  equal- 
weight  mixtures  of  nylon  66  salts  and 
nylon  610  salts. 

(4)  Nylon  6/66  resins  are  manufac¬ 
tured  by  the  condensation  and  polymeri- 


Mellinc 

Specific  point 

Nylon  resins  gravity  (decrees 

Fahren¬ 
heit) 


(c)  Analytical  methods. — (1)  Specific 
gravity.  Specific  gravity  shall  be  deter¬ 
mined  by  weighing  a  1-gram  to  5-gram 
sample  first  in  air  and  then  in  fr^hly 
boiled  distilled  water  at  23°  C  ±2"  C. 

(2)  Melting  point.  The  melting  point 
shall  be  determined  as  follows:  Use  a 


zation  of  mixtures  of  nylon  66  salts  and 
episZon-caprolactam  under  such  condi¬ 
tions  that  the  epstZon-caprolactam 
monomer  content  does  not  exceed  0.7 
percent  by  weight  of  the  finished  nylon 
6/66  resins. 

(5)  Nylon  11  resins  are  manufactured 
by -the  condensation  of  11-aminounde- 
canolc  acid. 

(6)  Nylon  6  resins  are  manufactured  by 
the  polymerization  of  epstZon-caprolac- 
tam. 

(7)  Nylon  66T  resins  are  manufac¬ 
tured  by  the  condensation  of  hexa- 
methylenediamine,  adipic  acid,  and 
terephthalic  acid  such  that  composition 
in  terms  of  ingredients  is  43.1  ±0.2 
weight  percent  hexamethylenediamine, 
35.3  ±1.2  weight  percent  adipic  acid,  and 
21.6  ±1.2  weight  percent  terephthalic 
acid. 

(8)  Nylon  612  resins  are  manufac¬ 
tured  by  the  condensation  of  hexameth¬ 
ylenediamine  and  dodecanedioic  acid. 

(9)  Nylon  12  resins  are  manufactured 
by  the  condensation  of  omepa-laurolac- 
tam. 

(b)  Specifications: 


Maximum  extractabif  fraction  in 
selected  solvents  (expressed  as 
Solubility  in  percent  by  weight  of  resin) 
boiline  4,2.V 

HCl  95  pet  Ethyl 

Water  ethyl  ace-  Benzene 

alcobol  tate 


hot-stage  apparatus.  The  use  of  crossed 
nicol  prisms  with  a  microscope  hot  stage 
and  reading  of  the  thermometer .  when 
the  birefringence  disappears  increases 
the  accuracy.  If  the  crossed  nicol  appa¬ 
ratus  is  not  available,  use  the  lowest 
temperature  at  which  the  sample  be¬ 


I  Nylon  68  resins . 

1. 14i0.0l.5 

47.5-405 

Dissolves  in  1  h . 

1.5 

1.5 

0.2 

0.2 

2  Nylon  610  resins . 

1.09±  .01.') 

405-425 

Insoluble  after  1  h... 

1.0 

2.0 

1.0 

1.0 

3  Nylon  66/610  resins . 

1. 10-t  .015 

37.V305 

Dissolves  in  1  h . 

1.5 

2.0 

1.0 

1.0 

4  Nylon  6/86  resins . 

1.13:1;  .015 

440-460 

. do . 

2.0 

2.0 

1.5 

1.5 

5.1  Nylon  11  resins  for  use  in 
articles  intended  for  1- 
time  use  or  repeated  use 
in  contact  with  food. 

1.04±  .015 

355-375 

Insoluble  after  1  h... 

.30 

.35 

.25 

.30 

5. 2  Nylon  11  resins  for  use  only: 

a.  In  articles  intended 

for  repeated  use  in 
contact  with  food. 

b.  In  side-seam  cements 

for  articles  in¬ 
tended  for  1-time 
use  in  contact  with 
food  and  which  are 
in  compliance  with 
sec.  175.300  of  this 
chapter. 

1.04±  .015 

355-375 

. do . 

.35 

1.60 

.35 

.40 

6. 1  Nylon  6  resins . . 

1. 15±  .015 

.302-446 

Dissolves  in  1  h . 

1.0 

2.0 

1.0 

1.0 

6. 2  Nylon  6  resins  for  use  only 
in  food-contact  films  hav¬ 
ing  an  average  thickness 
not  to  exceed  0.001  in. 

1.  15d;  .015 

3-22-446 

. do . 

1.5 

2.0 

1.0 

1.0 

7.  Nylon  66T  resi ns  for  use  onl  y 
in  food-contact  films  hav¬ 
ing  an  average  thickness 
not  to  exceed  O.OOi  in. 

I.]8±  .015 

482-518 

Insoluble  after  1  h... 

1.0 

1.0 

.25 

.25 

8.  Nylon  612  resins  for  use  only 
in  articles  intended  for  re¬ 
peated  use  in  contact  with 
food  at  temperatures  not 
to  exceed  212®  F. 

1.0e:t  .015 

406-420 

.50 

1.50 

.50 

.50 

9.  N^lon  12  resins  for  use  only 
in  food-contact  films  hav- 

l.Oli  .015 

335-355 

. do . 

1.0 

2.0 

1.50 

1.50 

ing  an  average  thickness 
not  to  exceed  0.0018  in.  in¬ 
tended  for  use  in  contact 
with  nonalcoholic  food 
under  the  conditions  of  use 
A  (sterilization  not  to  ex¬ 
ceed  30  min  at  a  tempera¬ 
ture  not  to  exceed  250®  F). 
B.  C,  U.  E,  F.  O,  and  H, 
of  table  2  of  sec.  l<8.170(c) 
of  this  chapter. 
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§  1 77.1. >20  OIrfin  polyni^ra.  . 

TTie  olefin  polymers  listed  in  para¬ 
graph  (a)  of  this  section  may  be  safely 
used  as  articles  or  components  of  articles 
intended  for  use  in  contact  with  food, 
subject  to  the  provisions  of  this  section. 

(a)  For  the  purpose  of  this  section, 
olefin  polymers  are  basic  polymers  manu¬ 
factured  as  described  in  this  paragraph, 
so  as  to  meet  the  specifications  prescribed 
in  paragraph  (c>  of  this  section,  when 
tested  by  the  methods  described  in  para¬ 
graph  (d)  of  this  section. 

( 1 )  Polypropylene  consists  of  basic 
polymers  manufactured  by  the  catalytic 
polymerization  of  propylene. 

(2)  Polyethylene  consists  of  basic 
polymers  manufsu;tured  by  the  catalytic 
polymerization  of  ethylene. 

(3)  Olefin  basic  copolymers  consist  of 
basic  copolymers  manufactured  by  the 
catalytic  copolymerization  of : 

(i)  Two  or  more  of  the  1-alkenes 
having  2  to  8  carbon  atoms.  Such  olefin 
basic  copolymers  contain  not  less  than 
96  weight-percent  of  polymer  units  de¬ 
rived  from  ethylene  and/or  propylene, 
except  that  oelfin  basic  copolymers  man¬ 
ufactured  by  the  catalytic  copolymeriza¬ 
tion  of  two  or  more  of  the  monomers 
ethylene,  propylene.  butene-1.2-methyl- 
propene-1,  and  2,4.4-trimethylpentene-l 
shall  contain  not  less  than  85  weight- 
percent  of  polymer  units  derived  from 
ethylene  and/or  propylene;  or 


(il)  4-Methylpentene-l  and  1-alkenes 
having  6  to  10  carbon  atoms.  Such  olefin 
basic  copolymers  shall  contain  not  less 
than  95  molar  percent  of  polymer  units 
derived  from  4-methylpentene-l :  or 

(iii)  Ethylene  and  propylene  that  may 
contain  as  modifiers  not  more  tlian  5 
weight-percent  of  total  polymer  units 
derived  by  copolymerization  with  one  or 
more  of  the  following  monomers: 

6-Ethyll(llne-2-norbornene. 

5*Methylene>2-norbornene. 

(Iv)  Ethylene  and  propylene  that  may 
contain  as  a  modifier  not  more  than 
4.5  weight  percent  of  total  polymer  units 
derived  by  copolymerization  with  1.4- 
hexadiene. 

(4)  Poly(methylpentene)  consists  of 
basic  polymers  manufactured  by  the 
catalytic  polymerization  of  4-methyl- 
pentene-1, 

(b)  The  basic  olefin  polymers  identi¬ 
fied  in  paragraph  (a)  of  this  section  may 
contain  optional  adjuvant  substances  re¬ 
quired  in  the  production  of  such  basic 
olefin  polymers.  The  optional  adjuvant 
substances  required  in  the  production  of 
the  basic  olefin  polymers  or  finished 
food-contact  articles  may  include  sub¬ 
stances  permitted  for  such  use  by  appli¬ 
cable  regulations  in  Parts  170  through 
189  of  this  chapter,  substances  generally 
recognized  as  safe  in  food  and  food  pack¬ 
aging,  substances  used  in  accordance 
with  a  prior  sanction  or  approval,  and 
the  following: 


Substance  Limitations 


comes  transparent  or  the  sharp  edges  or 
comers  of  ^e  sample  become  rounded 
as  the  melting  point.  In  case  of  doubt 
'  as  to  the  onset  of  melting,  the  sample  is 
prodded  with  a  sharp  instrument.  If  it 
sticks  to  the  heating  block,  it  is  con¬ 
sidered  to  have  melted.  If  the  melting 
point  is  low,  dry  the  sample  in  an  oven 
at  85*  C  for  24  hours  in  a  nitrogen  at¬ 
mosphere  then  repeat  the  test. 

(3)  Solubility  in  boiling  4.2N  HCl.  The 
test  shall  be  run  on  a  .sample  approxi¬ 
mately  the  size  of  a  Va-inch  cube  in  at 
least  25  milliliters  of  4.2  normal  hydro¬ 
chloric  acid. 

(4)  Maximum  extractable  fraction  in 
selected  solvents.  The  procedure  for  de¬ 
termining  the  maximum  extractable 
fraction  of  the  nylon  resins  in  selected 
solvents  is  as  follows : 

(i)  Film  should  be  cut  with  ordinary 
scissors  into  pieces  of  a  convenient  size 
such  as  *74 -inch  squares,  for  the  extrac-- 
tion  tests  described  in  this  section.  The 
granules  of  nylon  molding  powders  are 
in  the  proper  form  for  the  extraction 
tests.  Samples  of  fabricated  articles  such 
as  pipe,  fittings,  and  other  similar  articles 
must  be  cut  to  approximately  the  size 
of  the  moldihg  powder.  This  can  be  done 
conveniently  by  using  a  small-scale  com¬ 
mercial  plastics  granulator  and  cutting 
the  sample  through  a  screen  having  Va- 
inch  mesh.  Fine  particles  should  be  sepa¬ 
rated  from  the  cut  resin  by  screening 
through  a  20-mesh  screen.  The  material 
retained  on  the  screen  is  suitable  for  the 
extraction  tests. 

(ii)  The  organic  solvents  must  be  of 
American  Chemical  Society  analytical 
reagent  grade;  distilled  water  is  used. 
Approximately  30  grams  of  the  prepared 
sample  is  weighed  to  the  nearest  milli¬ 
gram.  The  weighed  resin  is  transferred 
to  a  500-milliliter  round-bottom  flask 
equipped  with  a  reflux  condenser.  Ap¬ 
proximately  300-milliliters  of  solvent  is 
added  to  the  flask  and  the  contents  re- 
fiuxed  gently  for  8  hours  with  a  heating 
mantle.  The  solvent  is  then  filtered  off 
immediately  while  still  hot,  using  a 
Buchner  funnel  approximately  5  inches 
in  diameter,  a  suction  flask,  and  a  hard¬ 
ened  filter  paper  (Whatman  No.  50  or 
equivalent).  The  paper  is  wet  with  the 
solvent  and  a  slight  suction  applied  just 
before  starting  the  filtration.  The  resin 
Is  washed  twice  with  approximately  100- 
milliliter  portions  of  solvent  and  the 
c(Mnbined  filtrate  and  washings  are  re¬ 
duced  to  approximately  25  milliliters  by 
evaporation  at  reduced  pressure  (50  mil¬ 
limeters  to  100  millimeters  of  mercury, 
absolute),  heating  as  necessary.  The 
contents  of  the  flask  are  transferred  to 
an  evaporation  dish  (which  has  been 
held  in  a  vacuum  desiccator  over  an¬ 
hydrous  calcium  sulfate  until  constant 
weight  has  been  attained)  and  care¬ 
fully  evaporated  to  dryness.  The  weight 
of  the  solid  residue  is  determined  by  dif¬ 
ference  after  holding  in  a  vacuum  desic¬ 
cator  over  anhydrous  calicum  sulfate 
until  constant  weight  has  been  attained. 
The  percent  of  solids  extracted  is  cal¬ 
culate  by  dividing  the  weight  of  the 
solid  residue  by  the  weight  of  the  sample 
and  multiplying  by  100 . 


7-(2//-Naphtho|1.2-d|  trlazol-2-yl)  -3-phenyl- 
coumarln  |  Chemical  Abstracts  Service  Reg¬ 
istry  No.  3333-62-6)  having  a  melting  point  of 
250*  to  251*  C  and  a  nitrogen  content  of  10.7 
to  1 1 .2  percent. 


For  use  as  an  optical  brlghtener  only  at 
levels  not  to  exceed  20  parts  per  million 
by  weight  of  olefin  polymers  having  a 
thickness  of  0.025  Inch  or  less  and  com¬ 
plying  with  the  specifications  for  Items 
1.1,  2.1,  3.1,  3.3,  and  4  of  paragraph  (c) 
of  this  section;  and  under  the  condi¬ 
tions  described  In  f  176.170(c)  of  this 
chapter,  table  2  under  conditions  of  use 
E  through  O. 


(c)  Specifications; 

Meltinit 

Maximum  extractalile 

Maximum  solulile 

point 

fractioti  (expres-sed  as 

fraction  (expres.sed  as 

Olefin  polymers 

Density  (Ml*)  or 

percent  by  weiitht  of 

percent  by  weight  of 

softenine 

polymer)  in  n-hexane 

polymer)  in  xylene  at 

point  (SF) 

at  specified 

specified  temperatures 

(lifgTfn 

temiieratures 

Crntigrade) 

1.1  Polypropylene .  a  880-0.  iU.l  MP  ieo®-  6.4  pet  at  reOux  9.8  pet  at  25”  C. 

180“  r.  temiierature.  • 

1.2  Polypropylene,  nonerytitalline:  for  a  80  -0.88  . 

use  only  to  pl.astirize  |)olyethylene 
desrril)^  under  items  2.1  and  2.2 
of  this  table,  provided  that  sueh 
plastirized  polymers  meet  the  max¬ 
imum  extrartahle  fraction  and  max¬ 
imum  soluble  fraction  s|>ecifl-  la 

cations  prescribed  for  such  bash- 
polyethylene. 

1.3  Polypropylene,  noncrystalline,  for  a 80  -0.88  SP:tl.5“-  . 

use  only:  To  pla.sticize  polypro-  IM”  C. 

pylette  descrilted  by  item  I.!  of 
this  table,  provided  that  such 
plasticized  polymers  meet  the 
maximum  extractable  fiaction 
and  maximum  soluble  fraction 
specirications  prescril)ed  for  such 
basic  polypropylene,  and  further 
provided  that  such  plastirized 
polypropylene  contacts  food  only 
ofthetypes  identified  in  §  I76.17fKc) 
of  this  chapter,  table  1,  under  types 
I,  If,  IV-n,  VI-B,  VII-B,  and 
VIII;  and  for  use  at  levels  not  to 
exceed  50  jict  by  weicht  of  any  mix¬ 
ture  employed  as  a  food-contact 
coetins  provided  such  coatintts 
contact  food  only  of  the  types 
identified  in  S  176.170(c)  of  this 
chaider,  table  1.  under  types  I,  II, 

IV-B,  VI-B,  VIl-B,  and  Mil. 
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Olefin  polymers 


Melting  Maximum  extractable  Maximum  soluble 
point  fraction  (expressed  as  fractimt  (expressed  as 
Density  (MP)  or  percent  by  weight  of  percent  by  weiglit  of 
softening  ^lymer)  in  n-hexane  polymer)  in  xylene  «t 
point  (SP)  at  specified  specified  temperatures 

(Dttnei  temperatures 

Centigrade) 


2.1  Polyethylene  for  use  in  articles  that 
contact  food  except  for  articles  used 
for  packing  or  holding  food  during 
cooking. 

0.85  -1.00  . . 

. 5.5  pet  at  50°  C _ 

11.8  pet  at  25°  C. 

2.2  Polyethylene  for  use  in  articles  used 
for  packing  or  holding  food  during 
cooking. 

0.85  -1.00  . 

Do. 

2.3  Polyethylene  for  use  only  as  com- 
'  ponent  of  food-contact  coatings  at 
levels  up  to  and  including  50  per¬ 
cent  by  weight  of  any  mixture  em¬ 
ployed  as  a  food-contact  coating. 

a85  -1.00  . 

. . 53pctat5Q(’C . 

....  75  pet  at  25“  C. 

3.1  Olefin  copolymers  described  in  par. 
(a)(3)(i)  of  this  section  for  use  in 
articles  that  contact  food  except 
for  art  ides  used  for  packing  or  hold¬ 
ing  food  during  cooking. 

a  85  -1. 00  . 

. . 5.5  pet  at  50°  C . 

....  80  pet  at  25°  C. 

3.2  Olefin  copolymers  described  in  par. 

0.85  -1.00  . 

. 2.6pctat50°C _ 

Do. 

anielM  used  for  parking  or  holding 
food  during  cooking. 

3.3  Olefin  copolymers  described  in  par.  0. 82  -0. 85 

(a)(3)  (ii)  of  this  section. 

3.4  Olefin  copolymers,  primarily  non-  0. 85  -0. 90 

crystalline,  describe  in  i»r.  (a)(3) 

(iii)  of  this  section  provided  that 
such  olefin  iwlymers  have  a  mini¬ 
mum  viscosity  average  molecular 
weight  of  120,000  as  determined 
by  the  method  described  in  iw. 

(d) (5)  of  this  section  and  a  mini¬ 
mum  Mooney  viscosity  of  35  as 
determined  by  the  method  de- 
scrilied  in  par.  (d)(6)  of  this  sec¬ 
tion,  and  further  provided  that 
such  olefin  copolymers  contact  food 
only  of  the  types  identified  in 
sec.  176.170(c)  of  this  chapter, 
table  1,  under  types  1,  II,  III, 
IV-B,VI,VII,VlII,andIX. 

3.5  Olefin  copolymers,  primarily  non-  0.85-0.90... 

crystalline,  describe  in  paragraph 
(a)(3)(iv)  of  this  section,  provided 
that  such  olefin  polymers  have  a 
minimum  viscosity  average  molec¬ 
ular  weight  of  9.5,600  as  determined 
by  the  method  described  in  para¬ 
graph  (d)(5)  of  this  section,  and 
further  provided  that  such  olefin 
polymers  are  used  o'.y  in  blends 
with  olefin  polymers  described 
under  items  1.1,  2.1,  and  2.2  of  this 
table  at  a  maximum  level  <d  25  pet 
by  weight,  ahd  provided  that  such 
olefin  copolymers  contact  food  only 
of  the  types  identified  in  §  176.170 

(e)  of  this  chapter,  table  1,  under 
types  I,  II,  IV=B,  VI,  VII-B,  and 
VII  at  temperatures  not  exce^ing 
190°  F. 

4.  Poly(methylpentene) .  0.82-0.85 


MP;  235°-  6.6  pet  at  reflux 
250°  C.  temperature. 


7.5  pet  at  25°  C. 


M P;  235°-  6.6  pet  at  reflux 
250°  C.  temperature. 


7.5  pet  at  25°  C. 


(d)  The  analytical  methods  for  deter¬ 
mining  whether  olefin  polymers  conform 
to  the  specifications  prescribed  in  this 
section  are  as  follows,  and  are  applicable 
to  the  basic  polymer  in  film  form  not  ex¬ 
ceeding  4  mils  in  thickness.  The  film 
to  be  tested  shall  be  cut  into  approxi¬ 


mately  1-inch  squares  by  any  convenient 
method  that  avoids  contamination  by 
dust,  dirt,  or  grease  (Note;  Do  not  touch 
samples  with  bare  fingers — use  forceps  to 
hold  or  transfer  samples) . 

(1)  Density.  Density  shall  be  de¬ 
termined  by  ASTM  Method  D  1505. 


(2)  Melting  point  or  softening  point — 
(i)  Melting  point.  The  melting  point 
shall  be  determined  by  ASTM  Method  D 
2117-62T. 

(ii)  Softening  point.  The  softening 
point  shall  be  determined  by  ASTM 
Method  E  28-58T. 

(3)  Maximum  extractable  fraction  in 
n-hexane — (i)  Olefin  Copolymers  de¬ 
scribed  in  paragraph  (a)(3)(ii)  of  this 
section,  polypropylene,  and  polyimethyl- 
pentene).  A  sample  is  refluxed  in  the 
solvent  for  2  hours  and  filtered  at  the 
boiling  point.  The  filtrate  is  evaporated 
and  the  total  residue  weighed  as  a 
measure  of  the  solvent  extractable 
fraction. 

(a)  Apparatus,  (i)  Erlenmeyer 
flasks,  250 -milliliter,  with  ground  joint. 

(?)  Condensers,  Allihn,  400-millimeter 
jacket,  with  ground  joint. 

(3)  Funnels,  ribbed  75-millimeter  di¬ 
ameter,  stem  cut  to  40  millimeters. 

(4)  Funnels,  Btichner  type,  with 
coarse-porosity  fritted  disc,  60-milli¬ 
meter  diameter. 

(5)  Bell  jar  for  vacuum  filtration  into 
beaker. 

(b)  Reagent.  n-Hexane,  commercial 
grade,  specific  gravity  0.663-0.667  (20° 
0/20“  C),  boiling  range  66“  C-69“  C, 
or  equivalent. 

(c)  Procedure.  Weigh  1  gram  of 
sample  accurately  and  place  in  a  250- 
milliliter  Erlenmeyer  flask  containing 
two  or  three  boiling  stones.  Add  100 
milliliters  of  solvent,  attach  the  flask  to 
the  condenser  (use  no  grease),  and  re¬ 
flux  the  mixture  for  2  hours.  Remove 
the  flask  from  the  heat,  disconnect  the 
condenser,  and  filter  rapidly,  while  still 
hot.  through  a  small  wad  of  glass  wool 
packed  in  a  short-stem  funnel  into  a 
tared  150-millimeter  beaker.  Rinse  the 
flask  and  filter  with  two  10-milliliter 
portions  of  the  hot  solvent,  and  add  the 
rinsings  to  the  filtrate.  Evaporate  the  fil¬ 
trate  on  a  stream  bath  with  the  aid  of  a 
stream  of  nitrogen.  Dry  the  residue  in  a 
vacuum  oven  at  110“  C  for  2  hours,  cool 
in  a  desiccator,  and  weigh  to  the  nearest 
0.0001  gram.  Determine  the  blank  on 
120  milliliters  of  solvent  evaporated  in  a 
tared  150-milliliter  beaker.  Correct  the 
sample  residue  for  this  blank  if  signifi¬ 
cant.  Calculation: 
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Grams  of  residue 

- X100=  I’rrcrnt  p\traclaMe  with  n-hfxane. 

Grams  of  sample 


(il)  Olefin  copolymers  described  in 
paragraph  (a)  (3)<i)  of  this  section  and 
polyethylene.  A  sample  is  extracted  at 
50’  C  in  the  solvent  for  2  hours  and 
filtered.  The  filtrate  is  evaporated  and 
the  total  residue  weighed  as  a  measure 
of  the  solvent  extractable  fraction. 

(a)  Extraction  apparatus.  Two-liter, 
straight-walled,  I*yrex  (or  equivalent) 
resin  kettles,  fitted  with  three-hole 
ground-glass  covers  are  most  conven¬ 
ient  for  this  purpose.  The  cover  is  fitted 
with  a  thermometer,  a  gas-tight  stirrer 
driven  by  an  air  motor  or  explosion-proof 
electric  motor,  and  a  reflux  condenser. 
The  kettle  is  fitted  with  an  electric  heat¬ 
ing  mantle  of  appropriate  size  and  shape, 
which  is  controlled  by  a  variable-voltage 
transformer. 

(b)  Evaporating  apparatus.  Rapid 
evaporation  of  large  volumes  of  solvent 
requires  special  precautions  to  prevent 
contamination  by  dust.  This  is  facili¬ 
tated  by  a  special  “gas”  cover  consist¬ 
ing  of  an  inverted  flat  Pyrex  crystallizing 
dish  of  an  appropriate  size  (190  milli¬ 
meters  X  100  millimeters)  to  fit  a  1 -liter 
beaker.  ITirough  the  center  of  the  dish 
are  sealed  an  inlet  tube  for  preheated, 
oxygen-free  nitrogen,  and  an  outlet  tube 
located  1  inch  off  center.  Nitrogen  is  fed 
from  the  supply  source  through  a  coil 
of  V4-inch  stainless  steel  tubing  im¬ 
mersed  in  the  same  steam  bath  used  to 
suwly  heat  for  solvent  evaporation.  All 
connections  are  made  with  flexible  tetra- 
fluoroethylene  tubing. 

(c)  Reagents — (f)  n-Hexane.  Spectro- 
grade  n-7iexane. 

(2)  Nitrogen.  High-purity  dry  nitro¬ 
gen  containing  less  than  10  parts  per 
million  of  oxygen. 

(d)  Procedure.  Transfer  2.5  grams 
(accurately  weighed  to  nearest  0.001 
gram)  of  the  polymer  to  the  resin  ket¬ 
tle.  Add  1  liter  of  solvent  and  clamp  top 
in  position.  Start  water  flowing  through 
jacket  of  the  reflux  condenser  and  apply 
air  pressure  to  the  stirring  motor  to  pro¬ 
duce  vigorous  agitation.  Turn  on  heating 
jacket  with  transformer  set  at  a  pre¬ 
determined  voltage  to  bring  the  tem¬ 
perature  of  the  contents  to  50'  C  within 
20-25  minutes.  As  the  thermometer  read¬ 
ing  approaches  45'  C-47'  C,  reduce  the 
voltage  to  the  predetermined  setting  that 
will  just  maintain  the  temperature  at 
50'  C.  Do  not  overshoot  the  prescribed 
temperature.  Should  this  occur  discard 
the  test  and  start  afresh.  Exactly  2  hours 
after  the  solvent  temperature  has 
reached  50'  C,  disconnect  the  heater,  re¬ 
move  the  resin  kettle  from  the  heating 
jacket,  and  decant  the  solvent,  while  still 
warm,  through  a  coarse  filter  paper 


placed  on  top  of  a  fritted-glass  funnel, 
collecting  the  filtrate  in  a  tared,  glass- 
stoppered  Erlenmeyer  flask  of  1 -liter  ca¬ 
pacity.  Determine  the  weight  of  the  fil¬ 
trate  recovered  to  the  nearest  gram.  Re¬ 
covery  should  be  at  least  90  percent  of 
the  original  solvent.  Losses  due  to  evap¬ 
oration  during  heating  and  filtering  have 
been  found  not  to  exceed  10  percent. 
Transfer  about  half  of  the  solvent  filtrate 
to  a  1 -liter  beaker  placed  on  an  opening 
in  the  steam  bath  and  immediately  cover 
with  the  special  "gas”  cover,  the  inlet 
tube  of  which  has  been  attached  with 
flexible  tetrafluoroethylene  tubing  to  a 
source  of  high-purity  nitrogen  in  series 
with  a  stainless  steel  heating  coil  im¬ 
mersed  directly  in  the  body  of  the 
steam  bath.  Maintain  a  positive  flow  of 
warm  nitrogen  gas  throughout  Uie  evap¬ 
oration  of  the  solvent,  adding  the  re¬ 
mainder  of  the  filtrate  from  the  Erlen¬ 
meyer  flask  as  the  evaporation  proceeds. 
When  the  volume  of  the  solvent  has  been 
reduced  to  about  50  milliliters,  transfer 
the  concentrated  liquid  to  a  previously 
tared  weighing  dish  of  suitable  size.  Wash 
the  beaker  twice  with  20-30  milliliter 
portions  of  warm  solvent,  adding  the 
washings  to  the  weighing  dteh  while  con¬ 
tinuing  to  evaporate  the  remainder  of  the 
solvent  imder  the  gas  cover  with  its  flow 
of  warm  nitrogen  directed  toward  the 
center  of  the  dish.  In  the  event  that  an 
insoluble  residue  that  cannot  be  removed 
with  warm  solvent  remains  in  the  beaker, 
it  may  be  necessary  to  heat  with  a  smaU 
amount  of  a  higher  boiling  solvent  such 
as  benzene  or  toluene,  transferring  these 
washings  to  the  weighing  dish  before 
final  evaporation  to  dryness.  Transfer 
the  weighing  dish  with  its  residue  to  a 
vacuum  desiccator,  and  allow  it  to  re¬ 
main  overnight  (at  least  12  hours),  after 
which  the  net  weight  of  the  dry  residue 
is  determined  to  the  nearest  0.0001  gram. 
Correct  the  result  for  any  solvent  blank 
equivalent  to  the  nonvolatile  matter  de¬ 
termined  to  be  contained  in  the  amount 
of  solvents  used  in  the  test. 

(4)  Maximum  soluble  fraction  in 
xylene — (1)  Olefin  copolymers  described 
in  paragraph  (a)  (3)  (it)  of  this  section, 
polypropylene,  and  poly(methylpentene) . 
A  sample  is  dissolved  completely  in 
xylene  by  heating  and  stirring  in  a  bottle 
with  little  free  space.  ITie  solution  is 
allowed  to  cool  without  stirring,  where¬ 
upon  the  insoluble  portion  precipitates 
and  is  filtered  off;  the  total  solids  con¬ 
tent  of  the  filtrate  is  then  determined  as 
a  measure  of  the  soluble  fraction. 

(a)  Apparatus.  (J)  Pyrex  (or  equiv¬ 
alent)  reagent  bottle,  125-milliliter, 
glass-stoppered. 


(2)  Heating  mantle  of  size  for  150- 
milliliter  beaker  (or  suitable  aluminum 
block  to  fit  the  125-milliliter  bottle  de¬ 
scribed  in  paragraph  (d)  (4)  (i)  (a)  (1)  of 
this  section. 

(3)  Magnetic  stirrer  for  use  under  the 
heating  mantle  (combination  magnetic 
stirrer  and  hotplate  may  be  used  if 
aluminum  block  is  used  in  place  of  heat¬ 
ing  mantle). 

(4)  Variable- voltage  transformer,  7.5 
amperes. 

(5)  Tetrafluoroethylene  -  resin -coated 
sirring  bar,  1-inch  long. 

(6)  Constant  temperature  water  bath 
maintained  at  25'  C±0.5'  C. 

(7)  Aluminum  dishes.  18  millimeters  x 
60  millimeters,  disposable. 

(3)  Funnel,  Buchner  type,  with  coarse- 
porosity  fritted  disc,  30-60  millimeter 
diameter. 

(b)  Reagent.  Xylene  with  antioxi¬ 
dant.  Dissolve  0.020  gram  of  phenyl-^- 
naphthylamine  in  1  liter  of  industrial 
grade  xylene  having  specific  erravity 
0.856-0.867  (20'  C/20'  C)  and  boiling 
range  123'  C-160'  C. 

(c)  Procedure.  Weigh  1  to  2  grams  of 
sample  to  the  nearest  0.001  gram  and 
place  in  a  125-milllliter  Pyrex  reagent 
bottle  containing  a  1-inch  long  tetra- 
fluoroethylene-resin-coated  stirring  bar. 
Add  100  milliliters  of  solvent,  set  the  stop¬ 
per  in  lightly,  and  place  the  bottle  in  the 
heating  mantle  or  aluminum  block  main¬ 
tained  at  a  temperature  of  120'  C.  and 
stir  with  a  magnetic  stirrer  until  the 
sample  is  completely  dissolved.  Remove 
the  bottle  from  the  heat  and  allow  it  to 
cool  1  hour  in  the  air,  without  stirring. 
Then  place  the  bottle  in  a  water  bath 
maintained  at  25'  C  ±0.5'  C.  and  allow 
to  stand  1  hour  without  stirring.  Next, 
remove  the  bottle  from  the  water  bath, 
shake,  and  pour  part  of  the  contents  into 
the  coarse-porosity  fritted-glass  funnel. 
Apply  suction,  and  draw  30-40  milliliters 
of  filtrate  through,  adding  more  slurry 
to  the  funnel,  and  catching  the  filtrate 
in  a  large  test  tube.  (If  the  slurry  is  hard 
to  filter,  add  10  grams  of  diatomaceous 
earth  filter  aid  to  the  bottle  and  shake 
vigorously  just  prior  to  the  filtration.) 
Pipet  a  suitable  aliquot  (preferably  20 
milliliters)  of  the  filtrate  into  a  tared 
aluminum  disposable  dish.  Place  the  dish 
(m  a  steam  bath  covered  with  a  fresh 
sheet  of  aluminum  foil  and  invert  a 
short-stemmed  4-inch  funnel  over  the 
dish.  Pass  nitrogen  (heated  if  desired) 
down  through  the  funnel  at  a  rate  suffi¬ 
cient  to  just  ripple  the  siu^ace  of  the 
solvit.  When  the  liquid  has  evaporated, 
place  the  dish  in  a  vacuum  oven  at  140' 
C  and  less  than  50  millimeters  mercury 
pressure  for  2  horn’s.  Cool  in  a  desiccator 
and  weigh.  (Note:  If  the  residue  value 
seems  high,  redry  in  the  vacuum  oven 
for  one-half  hour  to  ensure  complete  re¬ 
moval  of  all  xylene  solvent.)  Calciilation : 
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Grams  of  residue  100  milliliters 

_ X - - — - - 

Grams  of  sample  volume  of  aliquot  in  milliliters 


X 100=*  Percent  soluble  in  xylene 


(ii>  Olefin  copolymers  described  in 
paragraph  Ca)  (3)  (i)  of  this  section  and 
polyethylene.  A  sample  is  extracted  in 
xylene  at  reflux  temperature  for  2  hours 
and  Altered.  The  filtrate  is  evaporated 
and  the  total  residue  weighed  as  a  meas¬ 
ure  of  soluble  fraction. 

(a)  Apparatus — (1)  Extraction  ap¬ 
paratus.  Two-liter,  straight-walled  Py- 
rex  (or  equivalent)  resin  kettles,  fitted 
with  ground-glass  covers,  are  most  con¬ 
venient  for  this  purpose.  The  cover  is 
equipped  with  a  thermometer  and  an 
efficient  reflux  condenser.  The  kettle  is 
fitted  with  an  electric  heating  mantle 
of  appropriate  size  and  shape  which 
is  controlled  by  a  variable-voltage 
transformer. 

(2)  Constant  temperature  water  bath. 
It  must  be  large  enough  to  permit  im¬ 
mersion  of  the  extraction  kettle  and  set 
to  maintain  25®  C±0.1°  C. 

(3)  Evaporating  apparatus.  Gas  cov¬ 
er  consisting  of  a  flat  Pyrex  crystallizing 
dish  (190  millimeters  x  100  millimeters) 
inverted  to  fit  over  a  1 -liter  beaker  with 
8 -millimeter  gas  inlet  tube  sealed 
through  center  and  an  outlet  tube  1  inch 
off  center.  The  beaker  with  gas  cover 
is  inserted  in  an  electric  heating  mantle 
equipped  with  a  variable-voltage  trans¬ 
former.  The  outlet  tube  is  attached  to 
an  efficient  condenser  mounted  on  a  re¬ 
ceiving  flask  for  solvent  recovery  and 
having  an  outlet  for  connection  to  an 
aspirator  pump.  The  heating  mantle 
(with  the  beaker)  is  mounted  on  a  mag¬ 
netic  stirring  device.  An  infrared  heat 
lamp  is  mounted  vertically  3-4  inches 
above  the  gas  cover  to  prevent  conden¬ 
sation  of  the  solvent  inside  the  cover. 
Make  all  connections  with  flexible  tetra- 
fluoroethylene  tubing. 

(b)  Reagents — (f)  Xylene.  American 
Chemical  Society  reagent  grade  that  has 
been  redistilled  through  a  fractionating 
column  to  reduce  the  nonvolatile  residue. 

(2)  Nitrogen.  High-purity  dry  nitro¬ 
gen  containing  less  than  10  parts  per 
million  oxygen. 

(c)  Procedure.  Transfer  5  grams 
±0.001  gram  of  sample  to  the  resin  ket¬ 
tle,  add  1,000  milliliters  (840  grams)  of 
xylene,  and  clamp  top  in  position  after 
inserting  a  piece  of  glass  rod  to  prevent 
bumping  during  reflux.  Start  w'ater 
flowing  through  the  jacket  of  the  reflux 
condenser  and  apply  full  voltage  (115 
volts)  to  the  heating  mantle.  When  the 
xylene  starts  to  boil,  reduce  the  voltage 
to  a  level  just  sufficient  to  maintain  re¬ 
flux.  After  refluxing  for  at  least  2  hours, 
disconnect  the  power  source  to  the  man¬ 
tle,  remove  the  kettle,  and  allow  to  cool 
in  air  until  the  temperature  of  the  con¬ 
tents  drops  to  50®  C,  after  which  the 
kettle  may  be  rapidly  cooled  to  25®  C- 
30®  C  by  immersing  in  a  cold  w'ater  bath. 
Transfer  the  kettle  to  a  constant  tem¬ 
perature  bath  set  to  maintain  25®  C 
±0.1®  C,  and  allow  to  equilibrate  for  a 
least  1  hour  (may  be  left  overnight  if 
convenient).  Break  up  any  precipitated 
polymers  that  may  have  formed,  and 
decant  the  xylene  solution  successively 
through  a  fast  filter  paper  and  then 


through  a  fritted-glass  filter  into  a  tared 
1 -liter  Erlenmeyer  flask,  collecting  only 
the  first  450  milliliters — 500  milliliters  of 
filtrate  (any  attempt  to  collect  more  of 
the  xylene  solution  usually  results  in 
clogging  the  filter  and  risking  losses). 
Reweigh  the  Erlenmeyer  flask  and  cal¬ 
culate  the  weight  of  the  filtrate  obtained 
to  the  nearest  0.1  gram.  Transfer  the 
filtrate,  quantitatively,  from  the  Erlen¬ 
meyer  flask  to  the  1 -liter  beaker,  insert 
the  beaker  in  its  heating  mantle,  add  a 
glass-coated  magnetic  stirring  bar,  and 
mount  the  gas  cover  in  place,  connecting 
the  inlet  tube  to  the  nitrogen  source  and 
the  outlet  to  the  condenser  of  the  receiv¬ 
ing  flask.  Start  a  flow  of  nitrogen  (2  to 
3  liters  per  minute)  into  the  gas  cover 
and  connect  an  aspirator  to  the  receiver 
using  a  free-flow  rate  equivalent  to  6-7 
liters  of  air  per  minute.  With  the  infrared 
lamp  on,  adjust  the  voltage  to  the  heat¬ 
ing  mantle  to  give  a  distillation  rate  of 
12-13  milliliters  per  minute  when  the 
magnetic  stirrer  is  revolving  just  fast 
enough  to  promote  good  boiling.  When 
the  volume  of  solvent  in  the  beaker  has 
been  reduced  to  30-50  milliliters,  trans¬ 
fer  the  concentrated  extractive  to  a  suit¬ 
able  weighing  dish  that  has  been  previ¬ 
ously  tared  (dry) ,  Rinse  the  beaker  twice 
with  10-20  milliliter  portions  of  fresh 
xylene,  adding  the  rinsings  to  the  weigh¬ 
ing  dish.  Evaporate  the  remainder  of  the 
xylene  on  an  electric  hotplate  set  at  low 
heat  under  the  gas  cover  with  a  stream 
of  nitrogen  directed  toward  the  center 
of  the  dish.  Avoid  any  charring  of  the 
residue.  Transfer  the  W’eighing  dish  to 
a  vacuum  desiccator  at  room  tempera¬ 
ture  and  allow  to  remain  under  reduced 
pressure  for  at  least  12  hours  (over¬ 
night),  after  which  determine  the  net 
weight  of  the  residue  to  the  nearest 
0.0001  gram.  Correct  the  result  for  non¬ 
volatile  solvent  blank  obtained  by  evap¬ 
orating  the  equivalent  amount  of  xylene 
under  identical  conditions.  Calculate  the 
weight  of  residue  originally  present  in 
the  total  weight  of  solvent  (840  grams), 
using  the  appropriate  factor  based  on 
the  weight  of  filtrate  evaporated. 

(6)  Viscosity  average  molecular 
weight  olefin  copolymers  described  in 
paragraphs  (a)  (3)  (Hi)  and  (iv)  of  this 
section.  The  viscosity  average  molecular 
weight  shall  be  determined  from  the  kin¬ 
ematic  viscosity  (ASTM  Method  D  445)' 
of  solutions  of  the  copolymers  in  solvents 
and  at  temperatures  as  follows: 

(i)  Olefin  polymers  described  in  para¬ 
graph  (a)  (3)  (iii)  of  this  section  in  deca- 
hydronaphthalene  at  135®  C. 

(ii)  Olefin  polymers  described  in  para¬ 
graph  (a)  (3)  (iv)  of  this  section  in  tetra- 
chloroethylene  at  30®  C. 

(6)  Mooney  viscosity  —  olefin  copoly¬ 
mers  described  in  paragraph  (a)  (3)  (iii) 
of  this  section.  Mooney  viscosity  is  deter¬ 
mined  by  ASTM  Method  D  1646-63,  us¬ 
ing  the  large  rotor  at  a  temperature  of 
212®  F,  except  that  a  temperature  of 
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260®  F  shall  be  used  for  those  copolymers 
whose  Mooney  viscosity  cannot  be  deter¬ 
mined  at  212®  F.  The  apparatus  contain¬ 
ing  the  sample  is  wanned  for  1  minute, 
run  for  8  minutes,  and  viscosity  mea¬ 
surements  are  then  made. 

(e)  Olefin  copolvmers  described  in 
paragraph  (a)  (3)  (i)  of  this  se'tion  and 
polyethylene,  alone  or  in  combination, 
may  be  subjected  to  irradiation  bom¬ 
bardment  from  a  source  not  to  exceed 
2.3  million  volts  intensity  to  cause  mo¬ 
lecular  crosslinking  of  the  polymers  to 
impart  desired  properties,  such  as  in¬ 
creased  strength  and  increased  ability  to 
shrink  when  exposed  to  heat. 

(f)  The  olefin  polymers  identified  in 
and  complying  with  this  section,  when 
used  as  components  of  the  food-contact 
surface  of  any  article  that  is  the  sub¬ 
ject  of  a  regulation  in  Parts  174, 175, 176, 
177,  178,  and  §  179.45  of  this  chapter, 
shall  comply  with  any  specifications  and 
limitations  prescribed  by  such  regulation 
for  the  article  in  the  finished  form  in 
which  it  Is  to  contact  food. 

(g)  The  provisions  of  this  section  are 
not  applicable  to  olefin  ix)lymers  identi¬ 
fied  in  §  175.105  (c)  (5)  of  this  chapter 
and  used  in  food-packaging  adhesives 
complying  with  §  175.105  of  this  chapter. 

§  177.1550  Pcrfluorocarbon  resins. 

Perfluorocarbon  resins  may  be  safely 
used  as  articles  or  components  of  artirles 
used  in  producing,  manufacturing,  pack¬ 
ing,  processing,  preparing,  treating, 
packaging,  transporting,  or  holding  food, 
in  accordance  with  the  following  pre¬ 
scribed  conditions: 

(a)  Perfluorocarbon  resins  are  pro¬ 
duced  by  the  homopolymerization  and/ 
or  copolymerization  of  hexafluoropropyl- 
ene  and  tetrafluoroethylene,  to  which 
may  have  been  added  certain  optional 
substances  to  impart  desired  technologi¬ 
cal  properties  to  the  resins.  Subject  to 
any  limitations  prescribed  in  this  sec¬ 
tion.  the  optional  substances  may  in¬ 
clude: 

(1)  Substances  generally  recognized 
as  safe  in  food  and  food  packaging. 

(2)  Substances  the  use  of  which  is 
permitted  imder  applicable  regulations 
in  this  part,  prior  sanctions,  or  approvals. 

(b)  Perfluorocarbon  resins  shall  con¬ 
form  to  the  specifications  prescribed  in 
paragraph  (b)(1)  of  this  section  and 
shall  meet  the  extractability  limits  pre¬ 
scribed  in  paragraph  (b)(2)  of  this  sec¬ 
tion. 

(1)  Specifications — (i)  Infrared  iden¬ 
tification.  Perfluorocarbon  resins  can 
be  identified  by  their  characteristic  in¬ 
frared  spectra. 

(ii)  Melt  viscosity.  Perfluorocarbon 
resins  have  a  melt  viscosity  of  not  less 
than  10*  poises  at  389®  C  as  determined 
by  American  Society  for  Testing  Mate¬ 
rials  Method  D-1238-57T.  Melt  viscos¬ 
ity  of  the  copolymers  shall  not  vary  more 
than  50  percent  within  1/2 -hour  at  380®  C. 

(iii)  Thermal  instability  index.  The 
thermal  instability  index  of  the  tetra¬ 
fluoroethylene  hemopolymer  shall  *  not 
exceed  50  as  determined  by  American 
Society  for  Testing  Materials  Method 
D-1457-56T. 
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(2)  Limitations.  Perfluorocarbon  res- 
ftis  when  extracted  at  reflux  tempera¬ 
ture  for  2  hours  separately  with  dis¬ 
tilled  water,  50  percent  ethanol  in  water, 
n-heptane,  and  ethyl  acetate  shall  meet 
the  following  extractability  limits: 

(i)  Total  extractives  not  to  exceed 
0.2  milligram  per  square  inch. 

(ii)  Fluoride  extractives  calculated  as 
fluorine  not  to  exceed  0.03  milligram  per 
square  inch. 

§  177.1570  Poly-l-butene  resins  and  bu¬ 
tene/ ethylene  copolymers. 

The  poly- 1 -butene  resins  and  butene/ 
ethylene  coptdymers  identifled  in  this 
section  may  be  safely  used  as  articles  or 
components  of  articles  Intended  for  use 
In  contact  with  food  subject  to  the  pro¬ 
visions  of  this  section. 

(a)  Identity.  Poly- 1 -butene  resins  are 
produced  by  the  catalytic  poljanerlzatlon 
of  butene- 1  liquid  monomer.  Butene/ 
ethylene  copolsuners  are  produced  by  the 
catalytic  polymerization  of  1 -butene 
liquid  monomer  in  the  presence  of  small 
amounts  of  ethylene  monomer  so  as  to 
yield  no  higher  than  a  5  weight  percent 
concentration  of  polymer  units  derived 
from  ethylene  in  the  copwlymer. 

(b)  Specifications  and  limitations. 
Poly-i -butene  resins  and  butene/ethyl¬ 
ene  copolymers  shall  conform  to  the 
specifleations  prescribed  in‘  paragraph 
(b)(1)  of  this  section,  and  shall  meet  Uie 
extractability  limits  prescribed  in  para¬ 
graph  (b)  (2)  of  this  section. 

(1)  Specifications — (i)  Infrared  Iden¬ 
tification.  Poly- 1 -butene  resins  and 
butene /ethylene  copolymers  can  be  Iden¬ 
tifled  by  their  characteristic  infrared 
spectra. 

(ii)  Viscosity.  Poly-l-butene  resins 
and  the  butene/ethylene  copolymers 
have  an  intrinsic  viscosity  1.0  to  3.2  as 
determined  by  ASTM  Method  D-1601. 

(iii)  Density.  Poly-l-butene  resins 
have  a  density  of  0.904  to  0.920  gms/cm’, 
and  butene/ethylene  copolymers  have  a 
density  of  0.890  to  0.916  gms/cm’  as  de¬ 
termined  by  ASTM  Method  D-1505-63T. 

(Iv)  Melt  index.  Poly-l-butene  resins 
have  a  melt  index  of  0.1  to  24  and  the 
butene /ethylene  copolymers  have  a  melt 
index  of  0.1  to  20  as  determined  by 
.  ASTM  Method  D-1238.  Condition  E. 

(2)  Limitations.  Poly-l-butene  resins 
and  butene /ethylene  copolymers  for  use 
in  articles  tliat  contact  food,  and  for 
articles  used  for  packing  or  holding  food 
during  cooking  shall  yield  no  more  than 
the  following  extractables: 

(1)  Poly-l-butene  resins  and  butene/’ 
ethylene  cop<rfymers  may  be  used  as  arti¬ 
cles  or  components  of  articles  intended 
for  use  in  cmitact  with  food,  provided 
that  the  maxlmiun  extractables  do  not 
exceed  2.5  percent  by  weight  of  the  poly¬ 
mer  when  film  or  molded  samples  are 
tested  for  two  hours  at  56°  C  in  n-hep¬ 
tane;  and  provided  further  that  the 
butene /ethylene  copolymer  contains  no 
more  than  1.5  perceirt  by  weight  of 
polymer  units  derived  from  ethylene. 

(ii)  Butene/ethylene  copolsnners  con¬ 
taining  no  more  than  5  percent  by 
weight  of  polymer  units  derived  from 
ethylene  may  be  \ised  in  food-contact 
films  of  no  more  than  1  mil  thickness 


where  such  films  are  manufactured  from 
this  copolymer  blended  with  poljrropy- 
lene,  complying  with  §  177.1520,  pro¬ 
vided  that  the  finished  film  contain  no 
more  than  60  parts  butene /ethylene  co¬ 
polymer  and  the  maximum  extractables 
of  the  finished  film  do  not  exceed  9.3 
percent  by  weight  of  the  film  when  ex¬ 
tracted  for  two  hours  at  50*  C.  in  n-hep¬ 
tane. 

(iii)  Poly-l-butcne  resins  and  butene/ 
ethylene  copolymers  may  be  used  as  arti¬ 
cles  or  components  of  articles  intended 
for  packaging  or  holding  food  during 
cooking,  provided  that  the  thickness  of 
such  polymers  in  the  form  in  which  they 
contact  food  shall  not  exceed  4  mils  and 
yield  maximum  extractables  of  not  more 
than  2.5  percent  by  weight  of  the  poly¬ 
mer  when  films  are  extracted  for  two 
hours  at  50*  C  in  n-heptane;  and  pro¬ 
vided  further  that  the  butene/ethylene 
copolymers  contains  no  more  than  1.5 
percent  by  weight  of  polymer  units  de¬ 
rived  from  ethylene. 

§177.1580  Polvrarbonate  resins. 

Polycarbonate  resins  may  be  safely 
used  as  articles  or  components  of  articles 
intended  for  use  in  producing,  manufac¬ 
turing.  packing,  processing,  preparing.’ 
treating,  packaging,  transporting,  or 
holding  food,  in  accordance  with  the 
following  prescribed  conditions: 

(a)  Polycarbonate  resins  are  polyes¬ 
ters  produced  by : 

(1)  The  condensation  of  4.4'-iso- 
propylldenedlphenol  and  carbonyl  chlo¬ 
ride  to  which  may  have  been  added  cer¬ 
tain  optional  adjuvant  substances  re¬ 
quired  in  the  production  of  the  resins; 
or  by 

(2)  Tlie  reaction  of  molten  4,4'-lso- 
propylidenediphenol  with  molten  di¬ 
phenyl  carbonate  in  the  presence  of  the 
disodium'- salt  of  4,4'-isopropylidenedi- 
phenol. 

(3)  The  condensation  of  4.4'-lsopro- 
pylldenediphenol,  carbonyl  chloride,  and 
0.5  percent  weight  maximum  of  a2,a6- 
bls(6-hydroxy-m-tolyl  mesitol  to  which 
may  have  been  added  certain  optional 
adjuvant  substances  required  in  the 
production  of  branched  polycarbonate 
resins. 

(b)  The  optional  adjuvant  substances 
required  in  the  production  of  resins  pro¬ 
duced  by  the  methods  described  in 
paragraph  (a)  (1)  and  (3)  of  this  sec¬ 
tion  may  include  substances  generally 
recogniz^  as  safe  in  food,  substances 
used  in  accordance  with  a  prior  sanction 
or  approval,  and  the  following: 

List  of  substances:  Umitations 

'  p-fert-Butylphenol  _  _ 

Chloroform  _  _ 

Kthylene  .  dlchlorlde _  _ 

Heptane  _  _ 

Methylene  chloride _  _ 

Monochlorobenzene _  Not  to  ex¬ 

ceed 
500 
p.p.m. 
as  re¬ 
sidual 
solvent 
In  fin¬ 
ished 
resin. 

Pyridine  _  _ 

Tricthylamlne _  _ 


(c)  Polycarbonate  resins  shall  con¬ 
form  to  the  specification  prescribed  in 
paragnq^h  (c)(1)  of  this  section  and 
shall  meet  the  extractives  limitations 
prescribed  in  paragraph  (c)(2)  of  this 
section. 

(1)  Specification.  Polycarbonate  res¬ 
ins  can  be  identified  by  their  character¬ 
istic  infrared  spectrum. 

(2)  Extractives  limitations.  The  poly¬ 
carbonate  resins  to  be  tested  shall  be 
ground  or  cut  into  small  particles  that 
will  pass  through  a  U.S.  standard  sieve 
No.  6  and  that  will  be  held  on  a  U.S. 
standard  sieve  No.  10. 

(1)  Polycarbonate  resins,  when  ex¬ 
tracted  with  distilled  water  at  reflux 
temperature  for  6  hours,  shall  yield  total 
extractives  not  to  exceed  0.15  percent  by 
weight  of  the  resins. 

(ii)  Polycarbonate  resins,  when  ex¬ 
tracted  with  50  percent  (by  volume) 
ethvl  alcohol  in  distilled  water  at  reflux 
temperature  for  6  hours,  shall  yield  total 
extractives  not  to  exceed  0.15  percent 
by  weight  of  the  resins. 

(iii)  Polycarbonate  resins,  when  ex¬ 
tracted  with  n-heptane  at  reflux  tem¬ 
perature  for  6  hours,  shall  yield  total 
extractives  not  to  exceed  0.15  percent  by 
weight  of  the  resins. 

§  177.1590  Polyester  elastomers. 

The  polyester  elastomers  identified  in 
paragraph  (a)  of  this  section  may  be 
safely  used  as  the  food-contact  surface 
of  articles  intended  for  use  in  ccmtact 
with  bulk  quantities  of  dry  food  of  the 
type  identified  in  8  176.170(c)  of  this 
chapter,  table  1.  under  type  vm,  in  ac¬ 
cordance  with  the  following  prescribed 
conditions: 

(a)  For  the  purpose  of  this  section, 
polyester  elastomers  are  those  produced 
by  the  ester  exchange  reaction  when  one 
or  more  of  the  following  phthalates — 
dimethyl  terephthalate,  dimethyl  or- 
thophthalate,  and  dimethyl  isophtha- 
late — is  made  to  react  with  alpha-hydro¬ 
omega  -hydroxypoly  ( oxy  tetramethylene ) 
and/or  1.4-butanediol  such  that  the  fin¬ 
ished  elastomer  has  a  number  average 
molecular  weight  between  20,000  and 
30,000. 

(b)  Optional  adjuvant  substances  em¬ 
ployed  in  the  production  of  the  polyester 
elastomers  or  added  thereto  to  impart 
desired  technical  or  physical  properties 
may  include  the  following  substances: 

List  of  substances:  Umitatiofu 

4,4’  -  Biaialvha.  For  use  only  M  an 
alpha-dimethyl-  antioxidant, 

benzyl)  diphenr 
ylamine. 

Tetrabutyl  tita-  For  use  only  as  a 
nate _  catalyw. 

(c)  An  appropriate  sample  of  the 
finished  polyester  elastomer  in  the  form 
in  which  it  contacts  food,  when  subjected 
to  method  6191  in  Federal  Test  Method 
Standard  No.  141,  using  No.  50  Emery 
abrasive  in  lieu  of  Ottawa  sand,  shall 
exhibit  an  abrasion  coefficient  of  not  less 
than  100  liters  per  mil  of  thickness. 

§  177.1600  Polyelhylene  resins,  carboxyl 
modified. 

Carboxyl-modified  polyethylene  resins 
may  be  safely  used  as  the  food-contact 


FEDERAL  REGISTER.  VOL.  47.  NO.  SO — TUESDAY.  MARCH  15.  1977  -d 


14592 


RULES  AND  REGULATIONS 


surface  of  articles  intended  for  use  in 
contact  with  food  in  accordance  with 
the  f (lowing  prescribed  conditions: 

(a)  For  the  purpose  of  this  section, 
carboxyl-modified  polyethylene  resins 
ccmsist  of  basic  polymers  produced  when 
ethylene-methyl  acrylate  basic  copoly¬ 
mers.  cmitaining  no  more  than  25  weight 
percent  of  polymer  units  derived  fr«n 
methyl  acrylate,  are  made  to  react  in  an 
aqueous  medium  with  one  or  more  of 
the  following  substances : 

Ammonium  hydroxide. 

Calcium  carbonate. 

Potassium  hydroxide. 

Sodium  hydroxide. 

(b)  The  finished  food-contact  article, 
when  extracted  with  the  solvent  or  sol¬ 
vents  characterizing  the  type  of  food 
and  under  the  conditicms  of  time  and 
temperature  characterizing  the  condi¬ 
tions  of  its  intended  use  as  determined 
from  tables  1  and  2  of  S  176.170(c)  of 
this  chapter,  yields  total  extractives  in 
each  extracting  solvent  not  to  exceed  0.5 
milligram  per  square  inch  of  food- 
ccmtact  surface  as  determined  by  the 
methods  described  in  §  176.170(d)  of  this 
chapter;  and  if  the  finished  food-c(mtact 
article  is  itself  the  subject  of  a  regulation 
In  Parts  174,  175.  176,  177,  178  and 
§  179.45  of  this  chapter,  it  shall  also 
CMnply  with  any  specifications  and  limi¬ 
tations  prescribed  for  it  by  that  regula- 
ti(xi.  In  testing  the  finished  food-c(mtact 
articles,  a  separate  test  sample  is  to  be 
used  for  each  required  extracting  solvent. 

(c)  The  provisions  of  paragraph  (b) 
of  this  section  are  not  applicable  to 
carboxyl-modified  polyethylene  resins 
used  in  food-packaging  adhesives  com¬ 
plying  with  9  175.105  of  this  chapter. 

§  177.1610  Polyethylene,  chlorinated. 

Chlorinated  polyethylene  identified  in 
this  section  may  be  safely  used  as  ar¬ 
ticles  or  components  of  articles  that  con¬ 
tact  food,  except  for  articles  used  for 
packing  or  holding  food  during  cooking, 
subject  to  the  provisions  of  this  section. 

(a)  For  the  ptirpose  of  this  section, 
chlorinated  polyethylene  consists  of  basic 
polymers  produced  by  the  direct  chlorin¬ 
ation  of  polyethylene  conforming  to  the 
density,  maximum  n-hexane  extractable 
fraction,  and  maximum  xylene  soluble 
fraction  specifications  prescribed  under 
item  2.1  of  the  table  in  9  177.1520(c). 
Such  chlorinated  polyethylene  contains  a 
maximum  of  60  percent  by  weight  of 
total  chlorine,  as  determined  by  ASTM 
Method  D  1303-55,  and  has  a  7.0  percent 
maximum  extractable  fraction  in  n-hex¬ 
ane  at  50°  C  as  determined  by  the 
method  described  in  9  177.1520(d)  (3)  (ii) . 

(b)  Chlorinated  polyethylene  may  be 
used  in  contact  with  all  types  of  food, 
except  that  when  used  in  contact  with 
fatty  food  of  types  m,  IV-A,  V,  Vn-A, 
and  IX  described  in  table  1  of  9 176.170 

(c)  of  this  chapter,  chlorinated  polye¬ 
thylene  is  limited  to  use  only  as  a  modi¬ 
fier  admixed  at  levels  not  exceeding  15 
weight  percent  in  plastic  articles  pre¬ 
pared  from  polyvi^l  chloride  and/or 
from  vinyl  chloride  copolymers  comply¬ 
ing  with  1 177.1980. 


§  177.1620  Polyethylene,  oxidized. 

Oxidized  polyethylene  identified  in 
paragraph  (a)  of  this  section  may  be 
safely  used  as  a  component  of  food- 
contact  articles,  in  accordance  with  the 
following  prescribed  conditions: 

(a)  Oxidized  polyethylene  is  the  basic 
resin  produced  by  the  mild  air  oxidation 
of  polyethylene  conforming  to  the  den¬ 
sity,  maximum  n-hexane  extractable 
fraction,  and  maximum  xylene  soluble 
fraction  specifications  prescribed  under 
item  2.3  of  the  table  in  9  177.1520(c). 
Such  oxidized  polyethylene  has  a  mini¬ 
mum  number  average  molecular  weight 
of  1,200,  as  determined  by  high  tempera¬ 
ture  vapor  pressure  osmometry,  contains 
a  maximum  of  5  percent  by  weight  of 
total  oxygen,  and  has  an  acid  value  of 
9  to  19. 

(b)  The  finished  food-contact  article, 
when  extracted  with  the  solvent  or  sol¬ 
vents  characterizing  the  type  of  food  and 
under  the  conditions  of  time  and  tem¬ 
perature  characterizing  the  conditions 
of  its  intended  use  as  determined  from 
tables  1  and  2  of  9  176.170(c)  of  this 
chapter,  yields  net  acidified  chloroform- 
soluble  extractives  not  to  exceed  0.5  mil¬ 
ligram  per  square  inch  of  food-contact 
surface  when  tested  by  the  methods  de¬ 
scribed  in  9  177.1330(c),  except  that  net 
acidified  chloroform-soluble  extractives 
from  paper  and  paperboard  complying 
with  9  176.170  of  this  chapter  may  be 
corrected  for  wax,  petrolatum,  and 
mineral  oil  as  provided  in  9  176.170(d) 
(5)(iii)(b)  of  this  chapter.  If  the  fin¬ 
ished  food-contact  article  is  itself  the 
subject  of  a  regulation  in  Parts  174,  175, 
176, 177, 178  and  9  179.45  of  this  chapter, 
it  shall  also  com^y  with  any  specifica¬ 
tions  and  limitations  prescribed  for  it  by 
such  regulations.  (Note:  In  testing  the 
finished  food-contact  article,  use  a  sep¬ 
arate  test  sample  for  each  extracting 
solvent.) 

(c)  The  provisions  of  this  section  are 
not  applicable  to  oxidized  polyethylene 
used  as  provided  in  99  175.105  and  176.- 
210  of  this  chapter,  and  9  177.2800.  The 
provisions  of  paragraph  (b)  of  this  sec¬ 
tion  are  not  applicable  to  oxidized 
polyethylene  used  as  provided  in  99  175.- 
125  and  176.170(a)(5)  of  this  chapter 
and  9  177.1200. 

§  177.1630  P<4yethylene  phthalate  poly¬ 
mers. 

Polyethylene  phthalate  polymers  iden¬ 
tified  in  this  section  may  be  safely  used 
as,  or  components  of  plastics  (films,  arti¬ 
cles,  or  fabric)  intended  for  use  in  con¬ 
tact  with  food  in  accordance  with  the 
following  prescribed  conditions: 

(a)  Polyethylene  phthalate  films  c(m- 
sist  of  a  base  sheet  of  ethylene  tereph- 
thalate  polymer  or  ethylene  terephthal- 
ate-isophthalate  copolymers,  to  which 
have  been  added  optional  substances, 
either  as  ccmstituents  of  the  base  sheet 
or  as  constitutents  of  coatings  applied  to 
the  base  sheet. 

(b)  Polyethyloie  phthalate  articles 
consist  of  a  base  polymer  of  ethylme  ter- 
ephthalate  polymer  to  which  have  been 
added  (H>tional  substances,  either  as  con¬ 


stituents  of  the  base  polymer  or  as  con- 
stituoits  of  coatings  applied  to  the  base 
polymer. 

(c)  (1)  Polyethylene  phthalate  spun- 
bonded  nonwoven  fabric  consist  of  con¬ 
tinuous  filaments  of  ethylene  tereph- 
thalate  polymer  and  ethylene  tereph- 
thalate-isophthalate  ccmolymer  to  which 
may  have  been  added  optional  aCUuvant 
substances  required  in  their  prepcuratlon 
and  finishing. 

(2)  Ihe  ethylene  to^phthalate-lso- 
phthalate  copolymer  ccxnponmt  of  the 
fabric  shall  not  exceed  25  percoit  by 
weight  The  filaments  may  be  blended 
with  other  fibers  regulated  for  the  spe¬ 
cific  use  and  the  spunbonded  fabric  may 
be  further  bonded  by  application  of  heat 
and/or  pressure. 

(3)  The  fabric  shall  be  used  (mly  in 
accordance  with  paragrai^  (1)  of  this 
section. 

(d)  The  quantity  of  any  optional  sub¬ 
stance  employed  in  the  production  of 
polyethylene  i^thalate  plastics  does  not 
exceed  the  amount  reasonably  required 
to  accomplish  the  intended  physical  or 
technical  effect  or  any  limitation  further 
provided.  Any  substance  employed  in  the 
production  of  polyethylene  phthalate 
plastics  that  is  the  subject  of  a  regulation 
in  Parts  174,  175,  176,  177,  178  and 
179  of  this  chapter  conforms  with  any 
specification  in  such  regulation. 

(e)  Substances  employed  in  the  pro¬ 
duction  of  polyethylene  i^thalate  plas¬ 
tics  include: 

(1)  Substances  generally  recognized 
as  safe  in  food. 

(2)  Substances  subject  to  prior  sanc¬ 
tion  or  approval  for  use  in  polyethylene 
phthalate  plastics  and  used  in  accord¬ 
ance  with  such  sanction  or  approval. 

(3)  Substances  which  by  regulation 
in  Parts  174,  175,  176,  177,  178  and 
9  179.45  of  this  chapter  may  be  safely 
used  as  components  of  resinous  or  poly¬ 
meric  food-contact  surfaces  subject  to 
the  provisions  of  such  regulation. 

(4)  Substances  identified  in  this  para¬ 
graph  (d)  (4)  subject  to  the  limitations 
prescribed: 

List  or  Substances  and  Limitations 

(I)  Base  sheet: 

Ethylene  terephthalate  copolymers:  Prepared 
by  the  condensation  of  dimethyl  tei^h- 
thalate  or  terephthalic  acid  with  ethylene 
glycol,  modified  with  one  or  more  of  the 
following;  Azelalc  acid,  dimethyl  azelate, 
dimethyl  sebacate,  sebaclc  acid. 

Ethylene  terephthalate-lsophthalate  co¬ 
polymers:  Prepared  by  the  condensation  of 
dimethyl  terephthalate  and  dimethyl 
Isophthalate  with  ethylene  glycol  or  tereph- 
thallc  acid  and  Isophthallc  acid  with 
ethylene  glycol.  The  finished  copoljrmeie 
contain  71-83  weight  percent  of  pol}rmer 
units  derived  from  ethylene  terephthalate. 

(II)  Base  sheet  and  base  polymer: 

Ethylene  terephthalate  polirmer:  Prepared 

by  the  condensation  of  dimethyl  tereph¬ 
thalate  and  ethylene  glycol. 

Ethylene  terephthalate  polymer;  Prepared  by 
the  condensation  of  terephthalic  acid  and 
ethylene  glycol. 

(III)  Coatings: 

2-Ethylhezyl  acrylate  copolymerized  With  one 
or  more  of  the  following: 

Acrylonitrile. 
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List  or  Substances  and  Limitations — 
Continued 
Methacrylonitrile. 

Methyl  acrylste. 

Methyl  methacrylate. 

Itaconlc  acid. 

Vlnylidene  chloride  copolymerized  with  one 
or  more  of  the  following: 

Methacryllc  acid  and  Its  methyl,  ethyl. 

propyl,  butyl,  or  octyl  esters. 

Acrylic  acid  and  Its  methyl,  ethyl,  propyl, 
butyl,  or  octyl  esters. 

Acrylonitrile. 

Methacrylonitrile. 

Vinyl  chloride. 

Itaconlc  acid. 

(Iv)  Elmulslflers: 

Sodium  dodecylbenzenesulfonate:  As  an  ad¬ 
juvant  In  the  application  of  coatings  to 
the  base  sheet  or  base  polymer. 

Sodium  lauryl  sulfate :  As  an  adjuvant  in  the 
application  of  coatings  to  the  base  sheet 
or  base  polymer. 

(f)  Polyethylene  phthalate  plastics 
conforming  with  the  specifications  pre¬ 
scribed  in  paragraph  (b  (1)  of  this  sec¬ 
tion  are  used  as  provided  In  paragraph 

(f)  (2)  of  this  section: 

(1)  Specifications,  (i)  The  food  con¬ 
tact  surface,  when  exposed  to  distilled 
water  at  250*  F  for  2  hours,  yields 
chloroform-soluble  extractives  not  to  ex¬ 
ceed  0.5  mg/in*  of  food  contact  surface 
exposed  to  the  solvent:  and 

(ii)  The  food  contact  surface,  when  ex¬ 
posed  to  n-heptane  at  150*  F  for  2  hours, 
yields  chloroform-soluble  extractives  not 
to  exceed  0.5  mg/in*  of  food  contact  sur¬ 
face  exposed  to  the  solvent. 

(2)  Conditions  of  use.  The  plastics  are 
used  for  packaging,  transporting,  or 
holding  food,  excluding  alcoholic  bever¬ 
ages,  at  temperatures  not  to  exceed 
250*  F. 

(g)  Polyethylene  phthalate  plastics 
conforming  with  the  specifications  pre¬ 
scribed  in  paragraph  (g)(1)  of  this  sec¬ 
tion  are  used  as  provided  in  paragraph 

(g)  (2)  of  this  section. 

(1)  Specifications,  (i)  The  food 
contact  surface  meets  the  specifications 
in  paragraph  (f)  (1)  of  this  section;  and 

(ii)  The  f(x>d  contact  surface  when 
exposed  to  50  percent  ethyl  alcohol  at 
120*  F  for  24  hours,  yields  chloroform- 
soluble  extractives  not  to  exceed 
0.5  mg/in’  of  food  contact  surface  ex¬ 
posed  to  the  solvent. 

(2)  Conditions  of  use.  The  plastics 
are  used  for  packaging,  transporting,  or 
holding  alcoholic  beverages  that  do  not 
exceed  50  percent  alcohol  by  volume. 

(h)  Uncoated  polyethylene  tdithalate 
plastics  consisting  of  a  base  sheet 
or  base  polymer  prepared  as  prescribed 
from  substances  identified  in  para¬ 
graphs  (e)  (4)  (i)  and  (ii)  of  this  sec- 
ticm  and  conforming  with  the  specifi¬ 
cations  prescribed  in  paragraph  (h)(1) 
of  this  sectimi  are  used  as  provided  in 
paragraph  (h)(2)  of  this  sectiixi: 

(1)  Specifications,  (i)  The  food 
contact  surface,  when  exposed  to  dis¬ 
tilled  water  at  250®  F  for  2  hours  yields 
chloroform-soluble  extractives  not  to 
exceed  0.02  milligram/inch*  of  food  con¬ 


tact  surface  exposed  to  the  solvent;  and 

(ii)  The  food  contact  surface,  when 
exposed  to  n-heptane  at  150*  F  for  2 
hours,  yields  chloroform-soluble  extrac¬ 
tives  not  to  exceed  0.02  milligram /inch* 
of  food  contact  surface  exposed  to  the 
solvent 

(2)  Conditions  of  use.  The  plastics 
are  used  to  contain  foods  during  oven 
baking  or  oven  cooking  at  temperatiues 
above  250*  F. 

(i)  Polyethylene  phthalate  fabric, 
identified  in  paragraph  (c)  of  this  sec¬ 
tion  and  conforming  with  the  specifica¬ 
tions  prescribed  in  paragraph  (1)(1)  of 
this  section,  is  used  only  as  provided  in 
paragraph  (i)  (2)  of  this  section. 

(1)  Specifications.  Chloroform-soluble 
extractives  shall  not  exceed  0.2  milll- 
gram/inch*  of  food-contact  surface  when 
exposed  to  the  foUowing  solvents  at  tem¬ 
peratures  and  times  indicated: 

(1)  Distilled  uater  at  212*  F  for  2 
hours. 

(ii)  n-H^tane  at  150*  F  for  2  hours. 

(iii)  50  percent  ethyl  tdcohol  at  120* 
F  for  24  hours. 

(2)  Conditions  of  use.  The  plastics  are 
intended  for: 

(i)  Dry  food  c(mtact. 

(ii)  Bulk  food  (excluding  alcoholic 
beveiuges)  repeated  use  aM>lications.  in¬ 
cluding  filtration,  at  temperatures  not 
exceeding  212*  F. 

(iii)  Filtration  of  bulk  alcoholic  bev¬ 
erages,  not  exceeding  50  percent  alcohol 
by  volume,  at  temperatures  not  exceed¬ 
ing  120*  F. 

§  177.1640  Polystyrene  and  rubber- 
modified  polystyrene. 

Polystyrene  and  rubber-modified 
polystyrene  identified  in  this  section 
may  be  safely  used  as  components  of  arti¬ 
cles  intended  for  use  in  contact  with 
food,  subject  to  the  provisions  of  this 
section. 

(a)  Identity.  For  the  purposes  of  this 
section,  polystyrene  and  rubber-modified 
polystyrene  are  basic  polymers  manufac¬ 
tured  as  described  in  this  paragraph  so 
as  to  meet  the  specifications  prescribed 
in  paragraph  (c)  of  this  section  when 
tested  by  the  method  described  in  para¬ 
graph  (d)  of  this  section. 

(1)  Polystyrene  consists  of  basic 
polymers  produced  by  the  polymerizatiim 
of  styrene. 

(2)  Rubber-modified  polystyrene  con¬ 
sists  of  basic  polymers  produced  by  com¬ 
bining  styrene-butadiene  copolymers 
and/or  polybutadiene  with  polystyrene, 
either  during  or  after  polymerization  of 
the  polystyrene,  such  that  the  finished 
basic  polymers  ccmtain  not  less  than  75 
weight  percent  of  total  polymer  units 
derived  from  styrene  monomer. 

(b)  Optional  adjuvants.  The  basic 
polymers  identified  in  paragraph  (a)  of 
this  section  may  contain  optional  adju¬ 
vant  substances  required  in  the  produc¬ 
tion  of  such  basic  polymers.  Such  op¬ 
tional  adjuvant  substances  may  include 
substances  permitted  for  such  use  by 
regulations  in  Parts  170  through  189  of 
this  chapter,  substances  generally  recog¬ 
nized  as  safe  in  food,  and  substances  used 


in  accordance  with  a  prior  sanction  or 
approval.  - 

(c)  Specifications.  (1)  Polystyrene 
basic  polymers  identified  in  paragraph 
(a)(1)  of  this  section  shall  contain  not 
more  than  1  weight  percent  of  total 
residual  styrene  monomer,  as  determined 
by  the  method  described  in  paragraph 

(d)  of  this  section,  except  that  when 
used  in  contact  with  fatty  foods  of  types 
m.  IV-A,  V,  VII-A,  and  IX  described  in 
table  1  of  §  176.170(c)  of  this  chapter, 
such  polystyrene  basic  polymers  shall 
contain  not  more  than  03  weight  percent 
of  total  residual  styrene  mcmomer. 

(2)  Rubber-modified  polystyrene  basic 
polymers  identified  in  paragraph  (a)(2) 
of  this  section  shall  contain  not  more 
than  0.5  weight  percent  of  total  residual 
styrene  monomer,  as  determined  by  the 
method  described  in  paragraph  (d)  of 
this  section. 

(d)  Analytical  method  for  determina¬ 
tion  of  total  residual  styrene  monomer 
content — (1)  Scope.  This  method  is 
suitable  for  the  determination  of  residual 
stjrrene  monomer  in  all  types  of  styrene 
polymers. 

(2)  Principle.  The  sample  is  dissolved 
in  methylene  chloride.  An  aliquot  of  the 
solution  is  injected  into  a  gas  chroma¬ 
tograph.  Ihe  amount  of  styrene  mono¬ 
mer  present  is  determined  from  the  area 
of  the  resulting  peak. 

(3)  Apparatus — (i)  Gas  chroma¬ 
tograph.  Beckman  OC-2A  gas  chroma¬ 
tograph  with  hydrogen  flame  detector  or 
apparatus  of  equivalent  sensitivity. 

(ii)  Chromatograph  column.  One- 
quarter  inch  outside  diameter  stainless 
steel  tubing  (0.028  inch  wall  thickness), 
4  feet  in  length,  packed  with  20  percent 
polyethylene  glycol  (20,000  molecular 
weight)  on  alkaline  treated  60-80  mesh 
firebrick. 

(iii)  Recorder.  Millivolt  range  of  0-1, 
chart  speed  of  30  inches  per  hour. 

(4)  Reagents.  Compressed  air,  puri¬ 
fied;  helium  gas;  hydrogen  gas;  meth¬ 
ylene  chloride,  redistilled;  and  styrene 
mcmomer,  redistilled. 

(5)  Operating  conditions  for  the  gas 
chromatograph,  (i)  The  column  is  oper¬ 
ated  at  a  temperature  of  100*  C  with  a 
heliiun  fiow  rate  of  82  milliliters  per 
minute. 

(ii)  The  hydrogen  burner  is  operated 
with  15  pounds  per  square  inch  of  air 
pressure  and  7  pounds  per  square  inch 
of  hydrogen  pressmre. 

( iii )  The  attenuation  of  the  hydrogen 
flame  detecUH*  is  set  at  2  x  10*. 

(6)  Standardization.  (1)  Prepare  a 
standard  solution  by  weighing  accurately 
15  to  20  milligrams  of  styrene  mcrnmner 
into  a  2-ounce  bottle  contaming  25.0 
milliliters  of  methylene  chlwide.  Cap  the 
bottle  tightly  and  shake  to  thoroughly 
mix  the  solution. 

(ii)  By  means  of  a  microliter  syringe, 
inject  1  mi:roliter  of  the  standard  solu¬ 
tion  into  the  gas  chromatograph.  Meas¬ 
ure  the  area  of  the  styroie  mohmner 
peak  which  emerges  after  approximately 
12  minutes. 

(7)  Procedure,  (i)  Transfer  1  gram  of 
sample  (accurately  weighed  to  the  near¬ 
est  0.001  gram  to  a  2-ounce  bottle  and 
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add  several  glass  beads.  Pipette  25.0 
milliliters  of  methylene  chloride  into  the 
bottle.  Cap  the  bottle  tightly  and  place 
on  a  mechanical  shaker.  Shake  until  the 
polymer  is  completely  dissolved.  If  any 
insoluble  residue  remains,  allow  the  bot¬ 
tle  to  stand  (or  centrifuge  at  a  low 
speed)  until  a  clear  supernatant  layer 
appears. 


(ii)  By  means  of  a  microliter  syringe, 
inject  3  microliters  of  the  clear  super¬ 
natant  liquid  into  the  gas  chromato- 
garph. 

(iii)  Measure  the  area  of  the  resulting 
styrene  monomer  peak.  Compare  the 
sample  peak  area  with  the  area  produced 
by  the  standard  styrene  monomer  solu¬ 
tion.  Calculation; 


Milliftrams  monomer  In 
standard X peak  area  of  sample 

Percent  residual  stjTene  monomer=— - 

Peak  area  of  monomer  standard 
Xsample  weight  in  gramsXSO 


(e)  Other  specifications  and  limita¬ 
tions.  The  polystyrene  and  rubber-modi¬ 
fied  polystyrene  identified  in  and  com¬ 
plying  with  this  section,  when  used  as 
components  of  the  food-contact  surface 
of  any  article  that  is  the  subject  of  a 
regulation  in  Parts  174.  175,  176,  177,  178 
and  I  179.45  of  this  chapter,  shall  com¬ 
ply  with  any  specifications  and  limita¬ 
tions  prescribed  by  such  regulation  for 
the  article  in  the  finished  form  in  which 
it  is  to  contact  food. 

(f )  Nonapplicability.  The  provisions  of 
this  section  are  not  applicable  to  poly¬ 
styrene  and  rubber-modified  polystyrene 
used  in  food-packaging  adhesives  com¬ 
plying  with  §  175.105  of  this  chapter. 

§  177.1650  Polysulfide  polymer-poly- 
epoxy  resins. 

Polysulfide  polymer-polyepoxy  resins 
may  be  safely  used  as  the  food-contact 
surface  of  articles  intended  for  pack¬ 


aging.  transporting,  holding,  or  other¬ 
wise  contacting  dry  food,  in  accordance 
with  the  following  prescribed  conditions: 

(a)  Polysulfide  polymer-polyepoxy 
resins  are  the  reaction  products  of  liquid 
polysulfide  polymers  and  polyfunctional 
eixixide  resins,  cured  with  the  aid  of 
tri(dimethylaminomethyl)  phenol,  to 
which  have  been  added  certain  optional 
substances  to  impart  desired  techno¬ 
logical  properties  to  the  resins.  Sub¬ 
ject  to  any  limitations  prescribed  in  this 
section,  the  optional  substances  may  in¬ 
clude: 

(1)  Substances  generally  recognized 
as  safe  in  food  and  food  packaging. 

(2)  Substances  the  use  of  which  is 
permitted  imder  applicable  regulations 
in  this  part,  prior  sanctions,  or  ap¬ 
provals. 

(3)  Substances  named  in  this  sub- 
paragraph  and  further  identified  as  re¬ 
quired: 


Lift  of  tubMancci 


Bis(2<’hloroethyl)  formal . 

Bisfdichloropropyl)  formal .  Cross-linking  agent. 

Butyl  alcohol .  Solvent. 

Carbon  black  (channel  process) . . 

Chlorinated  parafTms .  Cross-linking  agent. 

Epoxidized  linseed  oil .  • 

Epozidized  soybean  oil . 

Epoxy  resins  (as  listed  in  {  175.300(b)  (3)  Mil)  (a)  of  this 
chapter). 

Ethylene  glycol  monobutyl  ether .  Solvent. 

Magnesium  chloride . 

Methyl  isobutyl  ketone .  Solvent. 

Naphthalene  sulfonic  acid-formaldehyde  condensate,  so¬ 
dium  salt. 

Sodium  dibutyl  naphthalene  sulfonate .  Wetting  agent. 


Sodium  polysulfide . 

P.ir,>,7'-Tetrachloro  normal  propyl  ether .  Cross-linking  agent. 

'Htanium  dioxide . 

Toluene .  Solvent. 

Trichloroethane .  Cross-linking  agent. 

1,2,3-Trichloropropane .  Cross-linking  agent. 

Urea-formaldehyde  resins . 

Xylene .  Solvent. 


Limitations 


(b)  The  resins  are  used  as  the  food- 
contact  surface  for  dry  food. 

(C)  An  appropriate  sample  of  the 
finished  resin  in  the  form  in  which  it 
contacts  food,  when  subjected  to  Method 
6191  in  Federal  Test  Method  Standard 
No.  141,  published  in  “Varnish,  Lacquer, 
and  Related  Materials — Methods  of  In¬ 
spection  and  Sampling”  (Cleneral  Serv¬ 
ices  Administration,  Washington  25, 
D.C.),  using  No.  50  Emery  abrasive  in 
lieu  of  Ottawa  sand,  shall  exhibit  an 
abrasion  coefficient  of  not  less  than  20 
liters  per  mil  of  film  thickness. 

§  177.1660  Poly(tetramethyIenp  tercph- 
thalate^. 

Poly(tetramethylene  terephthalate) 
(poly  (oxytetramethyleneoxyterephthal- 
oyl) )  [Chemical  Abstracts  Service  Reg¬ 


istry  No.  24968-12-51  identified  in  this 
section  may  be  safely  used  as  articles  or 
components  of  articles  intended  to  con¬ 
tact  nonalcoholic  food,  in  accordance 
with  the  following  prescribed  condi¬ 
tions; 

(a)  Identity.  For  the  purpose  of  this 
section,  poly(tetramethylene  terephthal¬ 
ate)  is  the  reaction  product  of  dimethyl 
terephthalate  with  1,4-butanediol  to 
which  may  have  been  added  certain  w- 
tional  substances  to  impart  desired  tech¬ 
nological  properties  to  the  polymer. 

(b)  Optional  adjuvant  substances. 
Poly(tetramethylene  terephthalate) 
identified  in  paragraph  (a)  of  this  sec¬ 
tion  may  contain  optional  adjuvant  sub¬ 
stances.  The  quantity  of  any  optional  ad¬ 
juvant  substance  employed  in  the  pro¬ 
duction  of  the  polymer  does  not  exceed 


the  amount  reasonably  required  to  ac¬ 
complish  the  intended  technical  or  physi¬ 
cal  effect.  Such  adjuvants  may  include 
substances  generally  recognized  as  safe 
in  food,  substances  used  in  accordance 
with  prior  sanction,  and  substances  per¬ 
mitted  under  applicable  regulations  in 
this  part. 

(c)  Specifications.  (1)  Inherent  vis¬ 
cosity  of  a  0.50  percent  solution  of  the 
polymer  in  phenol/tetrachloroethane 
(60/40  weight  ratio)  solvent  is  not  less 
than  0.8  as  determined  using  a  Wagner 
viscometer  (or  equivalent)  and  calcu¬ 
lated  from  the  following  equation: 


Inherent  viscosity  = 


natural  logarithm  of 
c 


where : 

Nr  =  Ratio  of  flow  time  of  the  polymer  solu¬ 
tion  to  that  of  the  solvent  and  c  =  poly¬ 
mer  concentration  of  the  test  solution 
In  grams  per  100  milliliters. 


(2)  Poly(tetramethylene  terephthal¬ 
ate)  in  the  finished  form  in  which  it  is 
to  contact  food  shall  yield  total  extrac¬ 
tives  as  follows: 

(i)  Not  to  exceed  0.08  milligram  per 
square  inch  of  food  contact  surface  when 
extracted  for  2  hours  at  250®  F  with  dis¬ 
tilled  water. 

(ii)  Not  to  exceed  0.02  milligram  per 
square  inch  of  food  contact  surface  when 
extracted  for  2  hours  at  150®  F  with  n- 
heptane. 

(iii)  Not  to  exceed  0.04  milligram  per 
square  inch  of  food  contact  surface 
when  extracted  for  2  hours  at  212*  F 
with  3  percent  aqueous  acetic  acid. 

(d)  Conditions  of  use.  Articles  or  com¬ 
ponents  of  articles  in  which  the  poly- 
(t^ramethylene  terephthalate)  food 
contact  surface  is  greater  than  0.010 
inch  thick  shall  not  be  used  at  tem¬ 
peratures  and  exposure  times  exceeding 
180®  F  and  24  hours,  respectively. 


(Sec.  409(c)(1),  72  Stat.  1786  (21  U.S.C.  848 
(c)(1)).) 

§  177.1670  Polyvinyl  alcohol  film. 

Polyvinyl  alcohol  film  may  be  safely 
used  in  contact  with  food  of  the  types 
identified  in  §  176.170(c)  of  this  chapter, 
table  1,  imder  types  V,  vni,  and  IX,  in 
accordance  with  the  following  prescribed 
conditions: 

(a)  The  polyvinyl  alcohol  film  is  pro¬ 
duced  from  polyvinyl  alcohol  having  a 
minimum  viscosity  of  4  centipoises  when 
a  4-percent  aqueous  solution  is  tested  at 
20®  C, 

(b)  The  finished  food-contact  film  for 
use  in  ccmtact  with  food  types  V  or  IX, 
when  extracted  with  the  solvent  char¬ 
acterizing  the  type  of  food  and  under 
the  conditions  of  time  and  temperature 
characterizing  its  intended  use  as  deter¬ 
mined  from  tables  1  and  2  of  $  176.170(c) 
of  this  chapter,  yields  total  extractives 
not  to  exceed  0.5  milligram  per  square 
inch  of  food-contact  surface  when  t^ted 
by  ASTM  Method  F  34-63T. 

(c)  The  finished  food-contact  film 
shall  not  be  used  as  a  component  of  fcxxl 
containers  intended  for  use  in  contact 
with  water. 


§  177.1680  Polyurethane  resins. 

The  polyurethane  resins  identified  in 
paragraph  (a)  of  this  section  may  be 
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safely  used  as  the  food-contact  surface 
of  articles  Intended  for  use  in  contact 
with  bulk  quantities  of  dry  food  of  the 
type  identified  in  §  176.170 <c)  of  this 
chapter,  table  1,  under  type  vm.  in  ac¬ 
cordance  with  the  foUowing  prescribed 
conditions: 

(a)  For  the  purpose  of  this  section, 
pol3mrethane  resins  are  those  produced 
when  one  or  more  of  the  isocyanates 
listed  in  paragraph  (a)  (1)  of  this  section 
is  made  to  react  with  one  or  more  of 
the  substances  listed  in  paragraph  (a) 
(2)  of  this  section: 

(1)  Isocyanates: 

4,4'-DUsocyan«to-3,3 '  -dimetbylblpbeny  1  ( bi- 
tolylene  dllsocyanate). 

Olpbenylmetbane  dllsocyanate 
Hexametbylene  dllsocyanate. 
3-Iaocyanatometbyl  -  3,6,5  -  trlmetbylcyclo- 
bexyl  Isocyanate. 

4.4- Metbylenebls(cyclobexyl  Isocyanate). 
Toluene  dllsocyanate. 

(2) *  List  of  substances: 

Adipic  acid. 

1.4- ButanedloI. 

1,3-Butyleno  glycol. 

2,a-Dlmethyl- 1 ,3-propanedlol. 

Etbylene  glycol. 

«-H  y  d  r  o-o  meg  a-hydro3iypoly(oxytetra- 
methylene) . 

a,a'  -  (Isopropylldenedl  -  p  -  pbenylene)bU 
I  omega  -  bydroxypoly  ( oxjrpropylene )  ( 3-4 


moles)  1,  average  molecular  weight  675. 
Maleic  anhydride. 

a.a'.a''.a"'-Neopentanetetrayltetrakls(omepa- 
bydroxypoly  (oxypropylenc)  (1-2  moles)], 
average  molecular  weight  400. 
Pentaerythrltol-llnseed  oil  alcoholysis  prod¬ 
uct. 

Phthallc  anhydride. 

Polybutylene  glycol. 

Polyethyleneadlpate  modified  with  ethanola- 
mine  with  the  molar  ratio  of  the  amine  to 
the  adipic  acid  less  than  0.1  to  1. 

Poly  (oxycarbonylpentamcthylene ) . 
Polyoxypropylene  ethers  of  4.4'-isopropyl- 
Idenedlphenol  (containing  an  average  of 
2-4  moles  of  propylene  oxide) . 
Polypropylene  glycol. 

1 ,2,3-Propanetrlyltrls  ( omepa-hydrox- 
ypoly(oxypropylene)  (15-18  moMb) ),  aver¬ 
age  molecular  weight  3,000. 

Propylene  glycol. 

o.o',a''-|Propylldynetrls(methylene) )  tris 
(omepa-hydroxypoly  (oxyphopylene) 

(minimum  1.5  moles)],  minimum  molec¬ 
ular  weight  400. 

a-|«(l,l,3,3-Tetrametbylbutyl)  -  pbenyl]- 
omega  -  bydroxypoly(oxyethylene)  (5 
moles),  average  molecular  weight  425. 
Trlmethylol  propane. 

(b)  Optional  adjuvant  substances  em¬ 
ployed  in  the  production  of  the  poly¬ 
urethane  resins  or  added  thereto  to  im¬ 
part  desired  technical  or  physical  prop¬ 
erties  may  include  tlie  following  sub¬ 
stances: 


Liil  of  tuManeu 

l•{(2-AIninoetllyl)  amino]  2-propanol . 

l-(3-Chloreallyl)-3,S,7-triaza-l-aioiiiaadamantane 

ichloridr. 

Dlbutyltln  dlacptate . 

D  butyltin  dichloride . 

Dlbutyltln  dllaiirate . 

Af.lV-Dlmpthyldodpcylamlne . 

A7-Dodwy  Imorpholl  ne . 

«,o'-{l9opropylldenfbls(p-phfnyleneoiy(2-hydroxytri- 
m«thylpne)  |)bls(omrva-hydroxypoly(osyethylpnp) 
(134-170  moles)],  average  molecular  weight  15.000. 

4,4'-Methylenedlanlllnp . 

l,l',l"-Nltrllotri-2-propanol . 

2^-(p-Phenylenedioxy)  dlethanol_ . 

Phthalocyanine  blue  (C.I.  pigment  blue  15,  C.I.  No. 
74160). 

Polyvinyl  isobntyl  ether . 

Polyvinyl  methyl  ether . 

Soya  alkyd  resin . 


N,A7,A7',A/''-Tetrakis(2-hydraxypi«pyl)ethylenediamlne.. 

Trlethanolamins. . 

Ultramarine  blue . 


LimUotiono 

As  a  curing  agent. 

As  a  preservative. 

As  a  catalyst. 

Do. 

Do. 

Do. 

Do. 

As  a  stabilizer. 


As  a  curing  agent. 
Do. 

Do. 

As  a  pigment. 


Conforming  in  composition  with  f  175.300  of  this  chapter 
and  containing  litharge  not  to  exceed  that  residual 
from  its  use  as  the  reaction  catalyst  and  creosol  not 
to  exceed  that  required  as  an  antioxidant. 

As  a  curing  agent. 

Do. 

As  a  pigment. 


(c)  An  appropriate  sample  of  the  fin¬ 
ished  resin  in  the  form  in  which  it  con¬ 
tacts  food,  when  subjected  to  Methcxl 
6191  in  Federal  Test  Method  Standard 
No.  141,  using  No.  50  Emery  abrasive  in 
lieu  of  Ottawa  sand,  shall  exhibit  an 
abrasion  coefficient  of  not  less  than  20 
liters  per  mil  of  film  thickness. 

§  177.1810  5^yrene  block  polymers. 

The  styrene  block  polymers  identified 
in  paragraph  (a)  of  this  section  may  be 
safely  used  as  articles  or  as  components 
of  articles  intended  for  use  in  contact 
with  food,  subject  to  provisions  of  this 
section. 

(a)  For  the  purpose  of  this  section, 
styrene  block  polymers  are  basic  poly¬ 
mers  manufactured  as  described  in  this 


paragraph,  so  that  the  finished  polymers 
meet  the  specifications  prescribed  in 
paragraph  (b)  of  this  section,  when 
tested  by  the  methods  described  in  para¬ 
graph  (c)  of  this  section. 

(1)  Styrene  block  polymers  with  1,3- 
butadiene  are  th<^e  produced  by  the  cat¬ 
alytic  solution  polymerization  of  styrene 
and  1,3 -butadiene. 

(2)  Styrene  block  polymers  with  2- 
methyl- 1,3-butadiene  are  those  produced 
by  the  catalytic  solution  polymerization 
of  styrene  and  2-methyl-l,3-butadiene. 

(3)  Styrene  block  polymers  with  1,3- 
butadiene.  hydrogenated  are  those  pro¬ 
duced  by  the  catalytic  solution  polsrmer- 
ization  of  styrene  and  1,3 -butadiene,  and 
subsequently  hydrogenated. 

(b)  Specifications: 
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styrene  block  polymers 


Molecular  Glass  Maximum  extractable  fraction  in  Maximum  extractable  fraction  in 

weight  Solubility  transition  distilled  water  at  specified  50  pet  ethanol  at  specified 

(minimum)  points  temperatures,  times  and  thick-  temperatures,  times  and  thick¬ 
nesses  nesses 


1.  Styrene  block  polymers  with  1,3-butadiene;  for 

use  as  articles  or  as  components  of  articles  that 
contact  food  of  types  I,  II,  IV-B,  VI,  VII-B, 
and  VIII identified  in  table  1  in  sec.  176.170(cl  of 
this  chapter  under  conditions  of  use  D,  E,  F, 
and  G  described  in  table  2  in  sec.  176.170(c)  of 
this  chapter. 

2.  Styrene  block  polymers  with  2-methyl-l.  3-buta¬ 

diene;  (or  use  as  articles  or  as  components  of 
articles  that  contact  food  of  types  I.  II.  IV-B, 
VI,  VII-B  and  VIII  identified  in  table  I  in 
sec.  176.170(c)  of  this  chapter  under  conditions 
of  use  D,  E,  F,  and  G  described  in  table  2 
in  sec.  176.170(c)  of  this  chapter. 

3.  Styrene  block  polymers  with  1,3-butadiene,  hy¬ 

drogenated;  for  use  as  articles  or  as  components 
of  articles  that  contact  food  of  types  I.  II,^\  -B, 
\  I,  \1I-B,  and  VIII  identified  in  table  i  in 
sec.  176.170(c)  of  this  chapter. 


29, 000  Completely 
soluble  in 
toluene. 


-86°  C  to  -80° 
C  and  92*  C 
to  98°  C. 


0.025  m*/in»  of  surface  at  reflux  0.005  mg/in»  of  surface  at  150°  F  (or 
temperature  for  TO  min  on  a  0.075  2  hr  on  a  0.075  in  thick  sample, 

in  thick  sample. 


29,000  . do . 


-52°  C  to  -47° 
C  and  92°  C 
to  98°  C. 


0.01  mg /in*  of  surface  at  reflux  tern-  0.01  mg, fin*  of  surface  at  150°  F  for 
perature  (or  2  br  on  a  0.028  in  2  hr  on  a  0.028  in  thick  sample, 
thick  sample. 


16.000  . do . 


-50°  C  to  -30° 
C  and  92°  C 
to !«°  C. 


0.01  mg/in*  of  surface  at  reflex  tern-  0.01  mg/in*  of  surface  at  150°  F  (or 
perature  for  2  hr  on  a  0.028  in  2  hr  on  a  0.028  in  thick  sample, 
thick  sample. 


(c)  The  analytical  methods  for  deter¬ 
mining  whether  styrene  block  polymers 
conform  to  the  specifications  prescribed 
in  this  section  are  as  follows  and  are 
applicable  to  the  finished  polymer. 

(1)  Molecular  weight.  Molecular 
weight  shall  be  determined  by  intrinsic 
viscosity  (or  other  suitable  method). 

(2)  Glass  transition  points.  The  glass 
transition  points  shall  be  determined  by 
ASTM  Method  D2236-70th  *  modified  by 
using  a  forced  resonant  vibration  in¬ 
stead  of  a  fixed  vibration  and  by  using 
frequencies  of  25  to  40  cycles  per  second 
instead  of  0.1  to  10  cycles  per  second. 


*  Copies  may  be  obtained  from:  American 
Society  for  Testing  and  Materials,  1916  Race 
Street.  Philadelphia,  PA  19103. 


(3)  Maximum  extractable  fractions 
in  distilled  water  and  50  percent  ethanol. 
The  maximum  extractable  fractions  in 
distilled  water  and  50  percent  ethanol 
shall  be  determined  in  accordance  with 
S  176.170(d)(3)  of  this  chapter  using  a 
sandwich  form  of  the  finished  copoly¬ 
mer  of  the  specified  thickness  and  for 
the  time  and  temperature  specified  in 
paragraph  (b)  of  this  section. 

(d)  The  provisions  of  this  section  are 
not  applicable  to  butadiene-styrene  co¬ 
polymers  listed  in  other  sections  of  this 
subpart. 

(e)  The  provisions  of  this  section  are 
not  applicable  to  styrene  block  polymers 
with  1,3-butadiene  listed  in  §  175.105  of 
this  chapter. 


§  177.1820  Styrene-maleic  anhydride  co¬ 
polymers. 

Styrene-maleic  anhydride  copolymers 
identified  in  paragraph  (a)  of  this  sec¬ 
tion  may  be  safely  used  as  articles  or 
components  of  articles  intended  for  use 
in  contact  with  food,  subject  to  provi¬ 
sions  of  this  section. 

(a)  For  the  purpose  of  this  section, 
styrene-maleic  anhydride  cevolymers 
are  those  produced  by  the  polymeriza¬ 
tion  of  styrene  and  maleic  anhydride  so 
that  the  finished  poisoners  meet  the 
specifications  prescribe  in  paragraph 

(b)  of  this  section,  when  tested  by  the 
methods  described  in  paragraph  (c)  of 
this  section. 

(b)  Specifications: 


Molecular  Maximum  extractable  fraction  in  Maximum  extractable  fraction  in 

weight  Residual  styrene  Residual  maleic  distilled  water  at  specified  tern-  n-heptane  at  specified  tempera- 
Styrene-maleic  anhydride  copolymers  (minimum  monomer  anhydride  peratures,  times,  and  particle  tures,  times,  and  particle  size 

number  monomer  site 

average) 


Styrene-maleic  anhydride  copolymers  containing  not 
more  than  15  pet  maleic  anhydride  units  by  weight; 
for  use  as  articles  or  as  components  of  articles  that 
contact  food  of  types  I.  II,  III,  IV-A,  IV-B,  V,  VI-B 
(except  carbonated  beverages),  VII-A.  VII-B. 
VIII.  and  IX  identified  in  table  1  in  sec.  176.170(c) 
of  this  chapter  under  conditions  of  use  B,  C,  U.  E. 
F.  G,  and  H  descril>ed  in  table  2  in  sec.  l76.17(Kc) 
of  this  chapter. 


70, 000  0.3  weight  0.1  weight 

percent.  percent. 


0.006  weight  percent  at  reflux  tem¬ 
perature  for  1  hr  utilizing 
particles  of  a  size  that  will  pass 
through  a  U.S.  standard  sieve 
No.  10  and  will  be  held  on  a  U.S. 
standard  sieve  No.  20. 


0.02  weight  percent  at  73°  F  for  2 
hr  utilizing  particles  of  a  size 
that  will  pass  through  a  U.S. 
standard  sieve  No.  10  and  will  be 
held  on  a  U.S.  standard  sieve 
No.  20. 


(c)  The  analytical  methods  for  de¬ 
termining  conformance  with  specifica¬ 
tions  for  styrene-maleic  anhydride  co¬ 
polymers  prescribed  in  this  section  are 
as  follows: 

(1)  Molecular  weight.  Molecular 
weight  shall  be  determined  by  membrane 
osmometry. 

(2)  Residual  styrene  monomer  con¬ 
tent.  Residual  styrene  monomer  content 
shall  be  determined  by  the  method  de¬ 
scribed  in  §  177.1640(d) . 

(3)  Residual  maleic  anhydride  mon¬ 
omer  content.  Residual  maleic  anhydride 
monomer  content  shall  be  determined  by 
a  gas  chromatographic  method  available 
upon  request  from  the  Commissioner  of 
Food  and  Drugs. 

(d)  The  provisions  of  this  section  are 
not  applicable  to  styrene-maleic  anhy¬ 
dride  copolymers  listed  in  other  sections 
of  this  subpart. 


§  177.1830  Styrene-methyl  methacrylate 
copolymers. 

Styrene -methyl  methacrylate  copoly¬ 
mers  identified  in  this  section  may  be 
safely  used  as  componmts  of  plastic  ar¬ 
ticles  intended  for  use  in  contact  with 
food,  subject  to  the  provisions  of  this 
section. 

(a)  For  the  purpose  of  this  sectiem, 
styrene-methyl  methacrylate  cc^lymers 
consist  of  basic  copolymers  produced  by 
the  copolymerization  of  styrene  and 
methyl  methacrylate  such  that  the  fin¬ 
ished  basic  copolymers  contain  more 
than  50  weight  percent  of  polymer  units 
derived  from  styrene. 

(b)  The  finished  plastic  food-contact 
article,  when  extracted  with  the  solvent 
or  solvents  characterizing  the  type  of 
food  and  under  the  conditions  of  time 
and  temperature  characterizing  the  con¬ 
ditions  of  intended  use  fls  determined 


from  tables  1  and  2  of  S  176.170(c)  of  this 
chapter,  yields  extractives  not  to  exceed 
the  following  when  tested  by  the  meth¬ 
ods  prescribed  in  $  177.1010(c) : 

(1)  Total  nonvolatile  extractives  not 
to  exceed  0.3  milligram  per  square  inch 
of  surface  tested. 

(2)  Potassium  permanganate  oxidiza- 
ble  distilled  water  and  8  and  50  percent 
alcohol  extractives  not  to  exceed  an  ab¬ 
sorbance  of  0.15. 

( 3 )  Ultraviolet-absorbing  distilled  wa¬ 
ter  and  8  and  50  percent  alcohol  extrac¬ 
tives  not  to  exceed  an  absorbance  of  0.30. 

(4)  Ultraviolet-absorbing  n-heptane 
extractives  not  to  exceed  an  absorbance 
of  0.40. 

§  177.1850  Textryls. 

Textryls  identified  in  this  section  may 
be  safely  used  as  articles  or  components 
of  articles  intended  for  use  in  produc¬ 
ing,  manufacturing,  packing,  processing. 
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preparing,  treating,  packaging,  trans¬ 
porting  or  holding  food,  subject  to  the 
provisions  of  this  section. 

(a)  Textryls  are  nonwoven  sheets  pre¬ 
pared  from  natural  or  synthetic  fibers, 
bonded  with  fibryl  (Flbryl  consists  of  a 
pol3aneric  resin  in  fibrous  form  com¬ 
mingled  with  fiber  to  facilitate  sheet  for¬ 
mation  and  subsequently  heat  cured  to 
fuse  the  fibryl  and  effect  bonding). 

(b)  Textryls  are  prepared  from  the 
fibers,  fibryls,  and  adjuvants  identified 
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in  paragraph  (c)  of  this  section,  and 
subject  to  limitations  prescribed  in  that 
paragraph,  provided  that  any  substance 
that  is  the  subject  of  a  regulatimi  in 
Parts  174,  175,  176,  177,  178  and  S  179.45 
of  this  chapter  conforms  with  any  speci¬ 
fications  in  such  regulaticm  for  that  sub¬ 
stance  as  a  component  of  polymeric  res¬ 
ins  used  as  food  contact  siulaces. 

(c)  The  fibers,  fibryls,  and  adjuvants 
permitted  are  as  follows: 


Slub*lttuet$  I.mitalionB 

(1)  Filjers  prepared  from  polyethylene  terephthelnle  resins _ ■ .  .  ('onrormiiiK  with  1 177. tOi). 

(2)  Fibryls  prepared  from  vinyl  chloride-vinyl  acetate  copolymer.  .\s  the  Irasic  polymier. 

(3)  Adjuvant  substance,  dimethyMonnamide  . . . .  As  a  solvent  in  the  preparation  of 

libryl. 


(d)  Textryls  meeting  the  conditions  of 
test  prescribed  in  paragraph  (d)(1)  of 
this  secticm  are  used  as  prescribed  in 
paragraph  (d)  (2)  of  this  section. 

(1)  Conditions  of  test.  Textryls,  when 
extracted  with  distilled  w'ater  at  refiux 
temperature  for  1  hour,  yield  total  ex¬ 
tractives  not  to  exceed  1  percent. 

(2)  Uses.  Textryls  are  used  for  pack¬ 
aging  or  holding  food  at  ordinary  tem¬ 
peratures  and  in  the  brewing  of  hot  bev¬ 
erages. 

§  177.1900  Uroa-formaldeliyde  rcsins  in 
molded  articles. 

Urea-formaldehyde  resins  may  be 
safely  used  as  the  'food-contact  surface 
of  molded  articles  Intended  for  use  in 
contact  with  food,  in  accordance  with 
the  following  prescribed  conditions: 

(a)  For  the  purpose  of  this  section, 
urea-formaldehyde  resins  are  those  pro¬ 
duced  when  1  mole  of  urea  is  made  to 
react  with  not  more  than  2  moles  of 
formaldehyde  in  water  solution. 

(b)  The  resins  may  be  mixed  with  re¬ 
fined  wood  pulp  and  the  mixture  may 
contain  other  optional  adjuvant  sub¬ 
stances  which  may  include  the  following: 

List  of  substances  Limitations 

Hexamethylenetetramine  For  use  only  as 
polymerization- 
control  agent. 

Tetrachlorophthallc  acid  Do. 

anhydride. 

Zinc  stearate _  For  use  as  lubri¬ 

cant. 

(c)  The  finished  food-contact  article, 
when  extracted  with  the  solvent  or  sol¬ 
vents  characterizing  the  type  of  food  and 
under  the  conditions  of  time  and  tem¬ 
perature  characterizing  the  conditions  of 
its  intended  use  as  determined  from 
tables  1  and  2  of  S  176.300(d)  of  this 
chapter,  yields  total  extractives  in  each 
extracting  solvent  not  to  exceed  0.5  mil¬ 
ligram  per  square  inch  of  fo<xl-contact 
surface  as  determined  by  the  methods 
described  in  §  175.300(e)  of  this  chapter. 

Non:  In  testing  the  finished  food-contact 
article,  use  a  separate  test  sample  for  etu;b 
required  extracting  solvent. 


§  177.1950  Vinyl  cliluride-elhylene  co¬ 
polymers. 

The  vinyl  chloride-ethylene  copoly¬ 
mers  identified  in  paragraph  (a)  of  this 
section  may  be  safely  used  as  compo¬ 
nents  of  articles  intended  for  contact 
with  food,  under  conditions  of  use  D,  E, 
F,  or  O  described  in  table  2  of  §  176.170 
(c)  of  this  chapter,  subject  to  the  provi¬ 
sions  of  this  section. 

(a)  For  the  purpose  of  this  section, 
vinyl  chloride-ethylene  copolymers  con¬ 
sist  of  basic  copolymers  produced  by  the 
copolymerization  of  vinyl  chloride  and 
ethylene  such  that  the  finished  basic 
copolymers  meet  the  specifications  and 
extractives  limitations  prescribed  in 
paragraph  (c)  of  this  section,  when 
tested  by  the  methods  described  in. para¬ 
graph  (d)  of  this  section. 

(b)  The  basic  vinyl  chloride-ethylene 
copolymers  identified  in  paragraph  <a) 
of  this  section  may  contain  optional  ad¬ 
juvant  substances  required  in  the  pro¬ 
duction  of  such  basic  copolymers.  The 
optional  adjuvant  substances  required  in 
the  production  of  the  basic  vinyl  chlo¬ 
ride-ethylene  copolymers  may  include 
substances  permitted  for  such  use  by  reg¬ 
ulations  in  Parts  170  through  189  of  this 
chapter,  substances  generally  recognized 
as  safe  in  food,  and  substances  used  in 
accordance  with  a  prior  sanction  or 
approval. 

(c)  The  vinyl  chloride-ethylene  basic 
copolymers  meet  the  following  specifica¬ 
tions  and  extractives  limitations: 

(1)  Specifications,  (i)  Total  chlorine 
content  is  in  the  range  of  53  to  56  percent 
as  determined  by  any  suitable  analytical 
procedure  of  generally  accepted  appli¬ 
cability. 

(il)  Intrinsic  viscosity  in  cyclohexa¬ 
none  at  30*  C  is  not  less  than  0.50  deci¬ 
liter  per  gram  as  determined  by  ASTM 
Method  D  1243-60. 

(2)  Extractives  limitations.  Hie  fol¬ 
lowing  extractives  limitations  are  deter¬ 
mined  by  the  methods  described  in  para¬ 
graph  (d)  of  this  section: 
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(1)  Total  extractives  do  not  exceed 
0.10  weight-percent  when  extracted  with 
n-heptane  at  150*  F  for  2  hours. 

(ii)  Total  extractives  do  not  exceed 
0.03  weight-percent  when  extracted  with 
water  at  150*  F  for  2  hours. 

(iii)  Total  extractives  obtained  by  ex- 
tracti^  with  water  at  150*  F  for  2  hours 
contain  no  more  than  0.5  milligram  of 
vinyl  chloride-ethylene  copolymer  per 
100  grams  of  sample  tested  as  determined 
from  the  organic  chlorine  content.  The 
organic  chlorine  content  is  determined 
as  described  in  paragraph  (d)  (3)  of  this 
section. 

(d)  Analytical  methods:  The  analyt¬ 
ical  methods  for  determining  whether 
vinyl  chloride-ethylene  basic  copolymers 
conform  to  the  extractives  limitations 
prescribed  in  paragraph  (c)  of  this  sec¬ 
tions  are  as  follows  and  are  applicable  to 
the  basic  copolymers  in  powder  form 
having  a  particle  size  such  that  100  per¬ 
cent  will  pass  through  a  U.S.  Standard 
Sieve  No.  40  and  80  percent  will  pass 
through  a  U.S.  Standard  Sieve  No.  80 : 

(1)  Reagents — (i)  Water.  All  water 
used  in  these  procedures  shall  be  de¬ 
mineralized  (deionized),  freshly  distilled 
water. 

<ii)  n-Neptone.  Reagent  grade,  freshly 
distilled  ;t-heptane  shall  be  used. 

<2)  Determination  of  total  amount  of 
extractives.  All  determinations  shall  be 
done  in  duplicate  using  duplicate  blanks. 
Approximately  400  grams  of  sample  (ac¬ 
curately  weighed)  shall  be  placed  in  a 
2-liter  Erlenmeyer  fiask.  Add  1,200  milli¬ 
liters  of  solvent  and  cover  the  flask  with 
aluminum  foil.  The  covered  flask  and 
contents  are  suspended  in  a  thermo- 
stated  bath  and  are  kept,  with  continual 
shaking  at  150*F  for  2  hours.  The  solu¬ 
tion  is  then  Altered  through  a  No.  42 
Whatman  filter  paper,  and  the  filtrate  is 
collected  in  a  graduated  cylinder.  The 
total  amount  of  filtrate  (without  wash¬ 
ing)  is  measured  and  called  A  milliliters. 
The  filtrate  is  transferred  to  a  Pyrex  (or 
equivalent)  beaker  and  evaporated  on  a 
steam  bath  under  a  stream  of  nitrogen 
to  a  small  volume  (approximately  50-60 
milliliters).  The  concentrated  filtrate  is 
then  quantitatively  transferred  to  a 
tared  100-milliliter  Pyrex  beaker  using 
small,  fresh  portions  of  solvent  and  a 
rubber  policeman  to  effect  the  transfer. 
The  concentrated  filtrate  is  evaporated 
almost  to  dryness  on  a  hotplate  under 
nitrogen,  and  is  then  transferred  to  a 
drying  oven  at  230*  F  in  the  case  of  the 
aqueous  extract  or  to  a  vacuum  oven  at 
150*  F  in  the  case  of  the  heptane  extract. 
In  the  case  of  the  aqueous  extract,  the 
evaporati(m  to  constant  weight  is  com¬ 
pleted  in  15  minutes  at  230*  F;  and  in 
the  case  of  heptane  extract,  it  Is  over¬ 
night  imder  vacuum  at  150*  P.  The  resi¬ 
due  is  weighed  and  corrected  for  the 
solvent  blank.  (Calculation: 
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Grams  of  corrected  residue  1 .200  milliliters 

-X - - - ^X100=Total  extractives  expressed  as  percent  by 

Volume  of  filtrate  A  in  milliliters  weight  of  sample. 


Grams  of  sample 


(3)  Vinyl  chloride-ethylene  copolymer 
content  of  OQueous  extract — (i)  Prin¬ 
ciple.  The  vinyl  chloride-ethylene  co- 
polsmier  content  of  the  aqueous  extract 
can  be  determined  by  determining  the 
organic  chlorine  content  and  calculating 
the  amount  of  copolymer  equivalent  to 
the  organic  chlorine  content. 

(ii)  Total  organic  chlorine  content. 
A  weighed  sample  of  approximately  400 
grams  is  extracted  with  1,200  milliliters 
of  water  at  150°  F  for  2  hours,  filtered, 
and  the  volume  of  filtrate  is  measured 
(A  milliliters)  as  described  in  para¬ 
graph  (d)  (2)  of  this  section. 

(o)  A  slurry  of  Amberlite  IRA-400,  or 
equivalent,  is  made  with  distilled  water 
in  a  150-milliliter  beaker.  The  slurry  is 
added  to  a  chromatographic  column 
until  it  is  filled  to  about  half  its  length. 
This  should  give  a  volume  of  resin  of 
15-25  milliliters.  The  liquid  must  not  be 
allowed  to  drain  below  the  top  of  the 
packed  column. 

(b)  nie  column  is  regenerated  to  the 
basic  (OH)  form  by  slowly  passing 
through  it  (10-15  millUiters  per  minute) 
10  grams  of  sodium  hydroxide  dissolved 
in  200  milliliters  of  water.  The  column 
is  washed  with  distilled  water  until  the 
effluent  is  neutral  to  phenolphthalein. 
One  drop  of  methyl  red  indicator  is 
added  to  the  A  milliliters  of  filtered  aque¬ 
ous  extract  and,  if  on  the  basic  side  (yel¬ 
low),  nitric  acid  is  added  drop  by  drop 
until  the  solution  turns  pink. 

(c)  The  extract  is  deionized  by  pass¬ 
ing  it  through  the  exchange  column  at 
a  rate  of  10-15  milliliters  per  minute.  The 
column  is  washed  with  200  milliliters  of 
distilled  water.  The  deionized  extract  and 
washings  are  collected  in  a  1,500-milll- 


liter  besiker.  The  solution  is  evaporated 
carefully  on  a  steam  plate  to  a  volume  of 
approximately  50  milliliters  and  then 
transferred  quantitatively,  a  little  at  a 
time,  to  a  clean  22-milliliter  Parr  cup, 
also  on  the  steam  plate.  The  solution  is 
evaporated  to  dryness.  Next  0.25  gram  of 
sucrose  and  0.5  gram  of  benzoic  acid  are 
added  to  the  cup.  One  scoop  (approxi¬ 
mately  15  grams)  of  sodium  peroxide  is 
then  added  to  the  cup.  The  bomb  is ‘as¬ 
sembled  and  ignition  is  conducted  in  the 
usual  fashion. 

(d)  After  the  bomb  has  cooled,  it  is 
rinsed  thoroughly  with  distilled  water 
and  disassembled.  The  top  of  the  bomb 
is  rinsed  into  a  250-milliliter  beaker  with 
distilled  water.  The  beaker  is  placed  on 
the  steam  plate.  The  bomb  cup  is  placed 
in  the  beaker  and  carefully  tipped  over 
to  allow  the  water  to  leach  out  the  com¬ 
bustion  mixture.  After  the  bubbling  has 
stopped,  the  cup  is  removed  from  the 
beaker  and  rins^  thoroughly.  The  solu¬ 
tion  is  cooled  to  room’ temperature  and 
cautiously  neutralized  with  concentrated 
nitric  acid  by  slowly  pouring  the  acid 
down  a  stirring  rod  until  the  bubbling 
ceases.  The  solution  is  cooled  and  an 
equal  volume  of  acetone  is  added. 

(e)  The  solution  is  titrated  with  0.005 
H  silver  nitrate  using  standard  potentio- 
metric  titration  techniques  with  a  silver 
electrode  as  indicator  and  a  potassium 
nitrate  modified  calomel  electrode  as  a 
reference  electrode.  An  expanded  scale 
recording  titrimeter.  Metrohm  Potentio- 
graph  2336  or  equivalent,  should  be  used; 
a  complete  blank  must  be  run  in  dupli¬ 
cate. 


(iii)  Calculations. 


TXFXM.S 

Milligrunui  of  aqueous  cxlracled  oo|x>lyiner  iht  KXI-grani  samiilc=- - XHX). 

Weight  of  sample  iu  grams 

where; 

T=MiHililers  of  silver  uitraie  (sample  minus  blank) Xnornialily  of  silver  nitrate. 

1.200 

- 

A  (as  defined  above) 


(e)  The  vinyl  chloride-ethylene  co¬ 
polymers  identified  in  and  complying 
with  this  section,  when  used  as  compo¬ 
nents  of  the  food-contact  surface  of  any 
article  that  is  the  subject  of  a  regulation 
in  Parts  174,  175,  176,  177,  178  and 
§  179.45  of  this  chapter,  sh^  comply 
with  any  specifications  and  limitations 
prescribed  ^  such  regulation  for  the  ar¬ 
ticle  in  the  finished  form  in  which  it  is 
to  contact  food. 

(f)  The  provisions  of  this  section  are 
not  applicable  to  vinyl  chloride-ethylene 
copolymers  used  as  provided  in  §§  175.- 
105  and  176.180  of  this  chapter. 

§  177.1960  Vinyl  chIorido-liexene-1  co¬ 
polymers. 

The  vinyl  chloride-hexene- 1  copoly¬ 
mers  identified  in  paragraph  (a)  of  this 
section  vinyl  chloride-hexene- 1  copoly¬ 
mers  or  as  components  of  articles  in¬ 
tended  for  use  in  contact  with  fo<xi,  un¬ 
der  conditions  of  use  D,  E,  P,  or  G  de¬ 
scribed  in  table  2  of  §  176.170(c)  of  this 


chapter,  subject  to  the  provisions  of  this 
section. 

(a)  Identity.  For  the  purposes  of  this 
section  vinyl  chloride-hexene- 1  copoly¬ 
mers  consist  of  basic  copolymers  pro¬ 
duced  by  the  copolymerization  of  vinyl 
chloride  and  hexene-1  such  that  the  fin¬ 
ished  copol3Tners  contain  not  more  than 
3  mole-percent  of  polymer  units  derived 
from  hexene-1  and  meet  the  specifica¬ 
tions  and  extractives  limitations  pre¬ 
scribed  in  paragraph  (b)  of  this  section. 
The  copolymers  may  optionally  contain 
hydroxypropyl  methylcellulose  and  tri¬ 
chloroethylene  used  as  a  suspending 
agent  and  chain  transfer  agent,  respec¬ 
tively,  in  their  production. 

(b)  Specifications  and  limitations. 
The  vinyl  chloride-hexene- 1  basic  co¬ 
polymers  meet  the  following  specifica¬ 
tions  and  extractives  limitations: 

(1)  Specifications.  (1)  Total  chlorine 
content  is  53  to  56  percent  as  determined 
by  any  suitable  analytical  procedure,  of 
generally  accepted  applicability. 
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(ii>  Inherent  viscosity  in  cyclohexa¬ 
none  at  30”  C  is  not  less  than  0.59  deci¬ 
liters  per  gram  as  determined  by  ASTM 
Method  D  1243-66.* 

(2)  Extractives  limitations.  The  fol¬ 
lowing  extractives  limitations  are  deter¬ 
mined  by  the  methods  prescribed  in 
5  177.1970(d).  ^ 

(i)  Total  extractives  do  not  exceed 
0.01  weight  percent  when  extracted  with 
water  at  150°  F  for  2  hours. 

(ii)  Total  extractives  do  not  exceed 
0.30  weight  percent  when  extracted  with 
n-heptane  at  150°  F  for  2  hours. 

(c)  Other  specifications  and  limita¬ 
tions.  The  vinyl  chloride-hexer.e-1  co¬ 
polymers  identified  in  and  complying 
with  this  section,  when  used  as  com¬ 
ponents  of  the  food-contact  surface  of 
any  article  that  is  subject  to  a  regula¬ 
tion  in  Parts  174,  175,  176,  177,  178  and 
§  179.45  of  this  chapter,  shall  comply 
with  any  specifications  and  limitations 
prescribed  by  such  regulation  for  the  ar¬ 
ticle  in  the  finished  form  in  which  it  is  to 
contact  food. 

§  177.1970  Vinyl  rlilori<k‘-Iuurvl  vinyl 
rlher  ropolyment. 

The  vinyl  chlorlde-lauryl  vinyl  ether 
copolymers  identified  in  paragraph  (a) 
of  this  section  may  be  used  as  an  article 
or  as  a  component  of  an  article  intended 
for  use 'in  contact  with  food  subject  to 
the  provisions  of  this  section. 

(a)  Identity.  F\)r  the  purposes  of  this- 
section  vinyl  chloride-lauryl  vinyl  ether 
copolymers  consist  of  basic  copolymers 
produced  by  the  copolymerization  of 
vinyl  chloride  and  lauryl  vinyl  ether 
such  that  the  finished  copolymers  con¬ 
tain  not  more  than  3  weight-percent  of 
polymer  units  derived  from  lauryl  vinyl 
ether  and  meet  the  specifications  and 
extractives  limitations  prescribed  in 
paragraph  (c)  of  this  section. 

(b)  Optional  adjuvant  substances.  The 
basic  vinyl  chloride-lauryl  vinyl  ether 
copolymers  identified  in  paragraph  (a) 
of  this  section  may  contain  optional 
adjuvant  substances  required  in  the  pro¬ 
duction  of  such  basic  co(>olymers.  TTiese 
optional  adjuvant  substances  may  in¬ 
clude  substances  permitted  for  such  use 
by  regulations  in  Parts  170  through  189 
of  this  chapter,  substances  generally  rec¬ 
ognized  as  safe  in  food,  and  substances 
used  in  accordance  with  a  prior  sanction 
or  approval. 

(c)  Specifications  and  limitations.  The 
vinyl  chloride-lauryl  vinyl  ether  basic 
coi}olymers  meet  the  following  specifica¬ 
tions  and  extractives  limitations: 

(1)  Specifications,  (i)  Total  chlorine 
content  is  53  to  56  percent  as  determined 
by  any  suitable  analytical  procedure  of 
gener^ly  accepted  applicability. 

(ii)  Inherent  viscosity  in  cyclohex¬ 
anone  at  30°  C  is  not  less  than  0.60 
deciliter  per  gram  as  determined  by 
ASTM  Method  D  1243-60. 

(2)  Extractives  limitations.  The  fol¬ 
lowing  extractives  limitations  are  deter¬ 
mined  by  the  method  described  in  para¬ 
graph  (d)  of  this  section: 


*  Copies  may  be  obtained  from;  American 
Society  for  Testing  and  Materials,  1916  Race 
Street,  Philadelphia,  PA  19103. 
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(i)  Total  extractives  do  not  exceed 
0.03  weis[ht-percent  when  extracted  with 
water  at  ISO"  P  for  2  hours. 

(ii)  Total  extractives  do  not  exceed 
0.60  weight-percent  when  extracted  with 
n-heptane  at  160*  F  for  2  hours. 

(d)  Analytical  methods.  The  analyti¬ 
cal  methods  for  determining  total  ex¬ 
tractives  are  applicable  to  the  basic 
copol3miers  in  powder  form  having  a 
particle  size  such  that  100  percent  will 
pass  through  a  U.S.  Standai^  Sieve  No. 
40  and  such  that  not  more  than  10  per¬ 
cent  will  pass  through  a  U.S.  Stan^rd 
Sieve  No.  200. 

(1)  Reagents — (i)  Water.  All  water 
used  in  these  procedures  shall  be  de¬ 
mineralized  (deionized),  freshly  distilled 
water. 

(ii)  n-Heptane.  Reagent  grade,  freshly 
distilled  n-heptane  shall  be  used. 

(2)  Determination  of  total  amount  of 
extractives.  Place  an  accurately  weighed 
sample  of  suitable  size  in  a  clean  boro- 
silicate  flask,  and  for  each  gram  of  sam¬ 
ple  add  3  milliliters  of  solvent  previously 
heated  to  150*  F.  Maintain  the  tempera¬ 
ture  of  the  contents  of  the  flask  at  150* 
F  for  2  hours  using  a  hot  plate  while 
also  maintaining  gentle  mechanical 
agitation.  P^ter  the  contents  of  the  flask 
rapidly  through  No.  42  Whatman  filter 
paper  with  the  aid  of  suction.  Transfer 
the  filtrate  to  fiat  glass  dishes  that  are 
warmed  on  a  hot  plate  and  evaporate 
the  solvent  with  the  aid  of  a  stream  of 
filtered  air.  When  the  volxune  of  the 
filtrate  has  been  reduced  to  10  to  15  milli¬ 
liters,  transfer  the  filtrate  to  fared  50- 
milliliter  borosilicate  glass  beakers  and 
complete  evaporation  to  a  constant 
weight  in  a  140*  F  vacuum  oven.  Carry 
out  a  corresponding  blank  determination 
with  each  solvent.  £)etermine  the  weight 
of  the  residue  corrected  for  the  solvent 
blank  and  calculate  the  result  as  percent 
of  the  initial  weight  of  the  resin  sample 
taken  for  analysis. 

(e)  Other  specifications  and  limita¬ 
tions.  nie  vinyl  chloride-lauryl  vinyl 
ether  copolymers  identified  in  and  com¬ 
plying  with  this  section,  when  used  as 
components  of  the  food-contact  surface 
of  any  article  that  is  subject  to  a  regvila- 
Uon  in  Parts  174,  175,  176,  177,  178  and 
S  179.45  of  this  chapter,  shall  comply 
with  any  specifications  and  limitations 
perscrib^  by  such  regulation  for  the 
article  in  the  finished  form  in  which  it 
is  to  contact  food. 

§  177.1980  Vinyl  rhioridc-propyleno  co¬ 
polymers. 

The  vinyl  chloride-propylene  copoly¬ 
mers  identified  in  paragraph  (a)  of  this 
section  may  be  safely  used  as  compo¬ 
nents  of  articles  intended  for  contact 
with  food,  subject  to  the  provisions  of 
this  section. 

(a)  For  the  purpose  of  this  section, 
vinyl  chloride-propylene  copolymers  con¬ 
sist  of  basic  copol3miers  produced  by  the 
copolymerization  of  vinyl  chloride  and 
propylene  such  that  the  finished  basic 
copolymers  meet  the  specifications  and 
extractives  limitations  prescribed  in 
paragraph  (c)  of  this  section,  when 
tested  by  the  methods  described  in  para¬ 
graph  (d)  of  this  section. 


<b)  The  basic  vinyl  chloride-propylene 
copolymers  identified  in  paragr^h  (a) 
of  this  section  may  contain  optional  ad¬ 
juvant  substances  required  to  the  pro¬ 
duction  of  such  basic  copolymers.  The 
optional  adjuvant  substances  required  to 
the  production  of  the  basic  vinyl  chlo¬ 
ride-propylene  copolymers  may  include 
substances  permitted  for  such  use  by 
regulations  to  Parts  170  through  189  cd 
this  chapter,  substances  generally  recog¬ 
nized  as  safe  to  food,  and  substances 
used  in  accordance  with  a  prior  sanction 
or  approval. 

(c)  The  vinyl  chloride-propylene  basic 
copolymers  meet  the  following  specifica¬ 
tions  and  extractives  limitations: 

(1)  Specifications,  (i)  Total  chlorine 
content  is  to  the  range  of  53  to  56  percent 
as  determined  by  any  suitable  analytical 
procedure  of  generally  accepted  aiH>li- 
cability. 

(ii)  Intrinsic  viscosity  to  cyclohex¬ 
anone  at  30*  C  is  not  less  than  0.50  deci¬ 
liter  per  gram  as  determined  by  ASTM 
Method  D  1243-60. 

(2)  Extractives  limitations.  The  fol¬ 
lowing  extractives  limitations  are  deter¬ 
mined  by  the  methods  described  to  para¬ 
graph  (d)  of  this  section: 

(i)  Total  extractives  do  not  exceed 
0.10  weight-percent  when  extracted 
with  n-heptane  at  150*  F  for  2  hours. 

(ii)  Total  extractives  do  not  exceed 
0.03  weight-percent  when  extracted 
with  water  at  150*  F  for  2  hours. 

(iii)  Total  extractives  obtained  by 
extracting  with  water  at  150*  F  for  2 
hours  contain  no  more  than  0.17  milli¬ 
gram  of  vinyl  chloride-propylene  _  co¬ 
polymer  per  100  grams  of  sample  tttted 
as  determined  from  the  organic  chlorine 
content.  For  the  purpose  of  this  section, 
the  organic  chlorine  content  is  the  differ¬ 
ence  between  the  total  chlorine  and  ionic 
chlorine  contents  determined  as  de¬ 
scribed  to  paragraph  (d)  of  this  section. 

(d)  Analytical  methods:  The  analyt¬ 
ical  methods  for  determining  whether 
vinyl  chloride-propylene  basic  copoly¬ 
mers  conform  to  the  extractives  limita¬ 
tions  prescribed  to  paragraph  (c)  of 


this  section  are  as  follows  and  are  appli¬ 
cable  to  the  basic  copolymers  to  powder 
form  having  a  particle  size  such  that  100 
percent  will  pass  through  a  U.S.  Stand¬ 
ard  Sieve  No.  40  and  80  percent  will  pass 
through  a  U.S.  Standard  Sieve  No.  80 : 

(1)  Reagents,  (i)  Water.  All  water 
used  to  these  procedures  shall  be  de¬ 
mineralized  (deionized),  freshly  distilled 
water. 

(ii)  n-//cpfane.  Reagent  grade,  freshly 
distilled  n-heptane  shall  be  used. 

(2)  Determination  of  total  amount  of 
extractives.  All  determinations  shall  be 
done  in  duplicate  using  duplicate  blanks. 
Approximately  400  grams  of  sample  (ac- 
cxirately  weighed)  shall  be  placed  to 
a  2-liter  Erlenmeyer  flask.  Add  1.200 
milliliters  of  solvent  and  cover  the  flask 
with  aluminum  foil.  The  covered  flask 
and  contents  are  suspended  to  a  ther- 
mostated  bath  and  are  kept,  with  con¬ 
tinual  shaking,  at  150*  F  for  2  hours. 
The  s(dution  is  then  filtered  through  a 
No.  42  Whatman  filter  piqjer,  and  the 
filtrate  is  ccdlected  to  a  graduated  cylin¬ 
der.  The  total  amount  of  filtrate  (with¬ 
out  washing)  is  measured  and  called 
A  milliliters.  The  filtrate  is  transferred 
to  a  Pyrex  (or  equivalent)  beaker  and 
evaporated  on  a  steam  bath  imder  a 
stream  of  nitrogen  to  a  small  volume 
(approximately  50-60  milliliters).  The 
concentrated  filtrate  is  then  quantita¬ 
tively  transferred  to  a  tared  100-milli¬ 
liter  Pyrex  beaker  using  small,  fresh  por- 
ti(ms  ot  solvent  and  a  rubber  policeman 
to  effect  the  transfer.  The  concentrated 
filtrate  is  evaporated  almost  to  dryness 
on  a  hotplate  under  nitrogen,  and  is  then 
transferred  to  a  drying  oven  at  230*  F 
to  the  case  of  the  aqueous  extract  or  to  a 
vacuum  oven  at  150°  F  to  the  case  of  the 
heptane  extract.  In  the  case  of  the 
aqueous  extract  the  evaporation  to  ccm- 
stant  weight  is  completed  to  15  min¬ 
utes  at  230*  F;  and  in  the  case  of  hep¬ 
tane  extract,  it  is  overnight  imder  vac¬ 
uum  at  150*  F.  The  residue  is  weighed 
and  corrected  for  the  solvent  blank. 
Calculation: 


Gnuns  of  t-orrected  residue 

- - > 

Grams  of  sample 


1.200  milliliters 

; - X100=Toial  extrai-tives  expressed  as  pereeni  liy 

I'oluiue  of  nitrate  A  in  milliliters  weight  of  sample. 


<3)  Vinyl  chloride-propylene  copoly¬ 
mer  content  of  aqueous  extract — (i) 
Principle.  The  vinyl  chloride-propylene 
copolsrmer  content  of  the  aqueous  extract 
can  be  determined  by  determining  the 
organic  chlorine  content  and  calculating 
the  amount  of  copolymer  equivalent  to 
tile  organic  chlorine  content.  The  or¬ 
ganic  chlorine  content  is  the  difference 
between  the  total  chlorine  content  and 
the  ionic  chlorine  content. 

(ii)  Total  chlorine  content.  A 
weighed  sample  is  extracted  with  water 
at  150*  F  for  2  hours,  filtered,  and  the 
volume  of  filtrate  is  measured  (A  milli¬ 
liters)  as  described  to  paragraph  (d)  (2) 
of  this  section.  Two  drops  of  50  per¬ 
cent  by  weight  sodium  hydroxide  solu¬ 
tion  are  added  to  prevent  loss  of  chloride 
from  ammonium  chloride,  if  present,  and 
the  solution  is  evaporated  to  approxi¬ 
mately  15  milliliters.  The  concentrated 


filtrate  is  quantitatively  transferred  to  a 
22-milliliter  Parr  bomb  fusion  cup  and 
genthf  evaporated  to  dryness.  To  the 
contents  of  the  cup  are  added  3.5  grams 
of  granular  sodium  peroxide,  0.1  gram  of 
powdered  starch,  and -0.02  gram  potas¬ 
sium  nitrate;  and  the  contents  are  mixed 
thoroughly.  The  bomb  is  assembled, 
water  is  added  to  the  recess  at  the  top  of 
the  bomb  and  ignition  is  conducted  in 
the  usual  fashion  using  a  Meeker  burner. 
The  heating  is  cmitinued  for  1  minute 
after  the  water  at  the  top  has  evapo¬ 
rated.  The  bomb  is  quenched  to  water, 
rinsed  with  distilled  water,  and  placed 
in  a  400-millillter  beaker.  The  bomb 
cover  is  rinsed  with  water,  catching  the 
washings  to  the  same  400-milliliter 
beaker.  The  bomb  is  covered  with  dis¬ 
tilled  water  and  a  watch  glass  and  heated 
until  the  melt  has  dissolved.  The  bomb 
is  removed,  rinsed,  catching  the  rinsings 
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in  the  beaker,  and  the  solution  is  acidi¬ 
fied  with  concentrated  nitric  acid  using 
methyl  purple  as  an  Indicator.  The 
beaker  is  covered  with  a  watch  glass,  and 
the  contents  are  boiled  gently  for  10-15 
minutes.  After  cooling  to  room  tempera¬ 
ture  the  solution  is  made  sUghtly  alka¬ 
line  with  50  percent  by  weight  sodium 
hydroxide  solution,  then  acidified  with 


(iii)  Ionic  chlorine  content.  A 
weighed  sample  is  extracted  with  water 
at  150”  F  for  2  hours,  filtered,  and  the 
volume  of  filtrate  is  measured  (A  milli¬ 
liters)  as  in  paragraph  (d)  (2)  of  this 
section.  Two  drops  of  50  percent  by 
weight  sodium  hydroxide  solution  are 
added  and  the  solution  is  evaporated  to 
approximately  150  milliliters.  The  solu¬ 
tion  is  quantitatively  transferred  to  a 
250-milliliter  beaker,  methyl  purple  indi- 


(iv)  Organic  chlorine  content  and 
vinyl  chloride-propylene  copolymer  con¬ 
tent  of  aqueous  extract.  The  organic 
chlorine  content  and  the  vinyl  chloride 
propylene  copolymer  content  of  the 
aqueous  extract  is  calculated  as  follows: 

(a)  Organic  chlorine  content.  Milli- 
equivalents  of  organic  chlorine  in  aque¬ 
ous  extract  of  100  grams  of  sample  equal 
milliequivalents  of  total  chlorine  in 
aqueous  extract  of  100  grams  of  sample 
(as  calculated  in  paragraph  (d)(3)(ii) 
of  this  section)  minus  milliequivalents  of 
ionic  chlorine  in  aqueous  extract  of  100 
grams  of  sample  (as  calculated  in  para¬ 
graph  (d)  (3)  (iii)  of  this  section) . 

(5)  Vinyl  chloride-propylene  copoly¬ 
mer  content.  Milligrams  of  vinyl  chlo¬ 
ride-propylene  copolymer  in  aqueous  ex¬ 
tract  of  100  grams  of  sample  equal 
miUiequivalents  of  organic  chlorine  in 
aqueous  extract  of  100  grams  of  sample 
(as  calculated  in  paragraph  (d)  (3)  (iv) 

(a)  of  this  section)  multiplied  by  84.5. 

(Note:  The  conversion  factor,  84.5,  is  de¬ 
rived  from  the  equivalent  weight  of  chlorine 
divided  by  the  chlorine  content  of  the  hep¬ 
tane  extractable  fraction.) 

(e)  The  vinyl  chloride-propylene  co- 
piolymers  identified  in  and  complying 
with  this  section,  when  used  as  com¬ 
ponents  of  the  food-contact  surface  of 
any  article  that  is  the  subject  of  a  regu¬ 
lation  In  Parts  174,  175,  176,  177,  178 
and  §  179.45  of  this  chapter,  shall  comply 
with  any  specifications  and  limitations 
prescribed  by  such  regulation  for  the 
article  in  the  finished  form  in  which  it 
is  to  contact  food. 

(f)  The  provisions  of  this  section  are 
not  applicable  to  vinyl  chloride-propyl¬ 
ene  copolymers  used  In  food -packaging 


dilute  (1:5)  nitric  acid.  Then  1.5  milli¬ 
liters  of  2  IV  nitric  acid  per  100  milliliters 
of  solution  is  added  and  the  solution  is 
titrated  with  0.005  N  silver  nitrate  to  the 
equivalence  potential  end  point  using  an 
expanded  scale  pH  meter  (Beckman 
Model  76,  or  equivalent).  A  complete 
blank  must  be  run  in  duplicate.  Cal¬ 
culation: 


cator  is  added,  and  the  solution  is  neu¬ 
tralized  with  0.1  N  nitric  acid.  For  each 
100  milliliters  of  solution  is  added  1.5 
milliliters  of  2  IV  nitric  acid.  The  solu¬ 
tion  is  titrated  with  0.005  N  silver  nitrate 
to  the  equivalence  potential  end  point, 
using  the  expanded  scale  pH  meter  de¬ 
scribed  in  paragraph  (d)(3)  (ii)  of  this 
section.  A  complete  blank  must  be  run  in 
duplicate.  Calculation: 


adhesives  complying  with  §  175.105  of 
thir  chapter. 

Subpart  C — Substances  for  Use  Only  as 

Components  of  Articles  Intended  for  Re¬ 
peated  Use 

§  177.2210  Etliylenc  polymer,  ehloro- 
sulfanult^. 

Ethylene  polymer,  chlorosulfonated  as 
identified  in  this  section  may  be  safely 
used  as  an  article  or  component  of  arti¬ 
cles  intended  for  use  in  contact  with 
food,  subject  to  the  provisions  of  this 
section. 

(a)  Ethylene  polymer,  chlorosul¬ 
fonated  is  produced  by  chlorosulfonation 
of  a  carbon  tetrachloride  solution  of 
polyethylene  with  chlorine  and  sulfuryl 
chloride. 

(b)  Ethylene  polymer,  chlorosul¬ 
fonated  shall  meet  the  following  specifi¬ 
cations: 

(1)  Chlorine  not  to  exceed  25  percent 
by  weight. 

(2)  Sulfur  not  to  exceed  1.15  percent 
by  weight. 

(3)  Molecular  weight  is  in  the  range 
of  95,000  to  125,000. 

Methods  for  the  above  specifications  are 
available  upon  request  from  the  Food 
and  Drug  Administration.  Bureau  of 
Foods,  Division  of  Pood  and  Color  Addi¬ 
tives  (HFP-330) ,  200  C  St.,  SW..  Wash¬ 
ington,  DC  20204. 

(c)  The  additive  is  used  as  the  article, 
or  a  component  of  articles,  intended  for 
use  as  liners  and  covers  for  reservoirs 
intended  for  the  storage  of  w'ater  for 
drinking  purposes. 

(d)  Substances  permitted  by  §  177,- 
2600  may  be  employed  in  the  preparation 
of  ethylene  polymers,  chlorosulfonated. 


subject  to  any  limitations  prescribed 
therein. 

(e)  The  finished  ethylene  copolymers, 
chlorosulfonated  shall  conform  to 
§  177.2600  (e)  and  (g). 

(Sec.  409(c)(1),  72  Stat.  1786  (21  U.S.C. 
348(C)(1))) 

§  I77.22i>0  Fillers  niicroporuu*>  puly- 
ineric. 

Microporous  polymeric  filters  identified 
in  paragraph  (a)  of  this  section  may  be 
safely  used,  subject  to  the  provisions  of 
this  'section,  to  remove  particles  of  in¬ 
soluble  matter  in  producing,  manufac¬ 
turing,  processing,  and  preparing  bulk 
quantities  of  liquid  food. 

(a)  Microporous  polymeric  filters  con¬ 
sist  of  a  suitably  permeable,  continuous, 
polymeric  matrix  of  polyvinyl  chloride, 
vinyl  chloride-propylene,  or  vinyl  chlo¬ 
ride-vinyl  acetate,  in  which  finely 
divided  silicon  dioxide  is  embedded. 
Cyclohexanone  may  be  used  as  a  solvent 
in  the  production  of  the  filters. 

(b)  Any  substance  employed  in  the 
production  of  microporous  polymeric 
filters  that  is  the  subject  of  a  regulation 
in  Parts  170  through  189  of  this  chapter 
must  conform  with  any  specification  in 
such  regulation. 

(c)  Cyclohexanone  when  used  as  a 
solvent  in  the  production  of  the  filters 
shall  not  exceed  0.35  percent  by  weight 
of  the  microporous  polymeric  filters. 

(d)  The  microporous  polymeric  filters 
may  be  colored  by  the  pigments  and 
colorants  identified  in  §  175.300(b>  (3) 

( xxvi  >  of  this  chapter. 

(e)  The  temperature  of  food  being 
processed  through  the  microporous  poly¬ 
meric  filters  shall  not  exceed  180°  F. 

(f)  The  microporous  polymeric  filters 
shall  be  maintained  in  a  sanitary  man¬ 
ner  in  accordance  with  good  manufac¬ 
turing  practice  so  as  to  prevent  potential 
microbial  adulteration  of  the  food.  - 

(g)  To  assure  safe  use  of  the  micro¬ 
porous  polymeric  filters,  the  label  or 
labeling  shall  Include  adequate  directions 
for  a  pre-use  treatment,  consisting  of 
washing  with  a  minimum  of  2  gallons  of 
potable  water  at  a  temperature  of  180“ 
F  for  each  square  foot  of  filter,  prior  to 
the  filter’s  first  use  in  contact  with  food. 
(Sec.  409(c)(1),  72  Stat.  1786  (21  U.S.C.  348 
(c)(1))) 

§  1  77.2260  Fillers,  resiti-bonded. 

Resin-bonded  filters  may  be  safely 
used  in  producing,  manufacturing,  proc¬ 
essing,  and  preparing  food,  subject  to  the 
provisions  of  this  section. 

(a)  Resin-bonded  filters  are  prepared 
from  natural  or  synthetic  fibers  to  which 
have  been  added  substances  required  in 
their  preparation  and  finishing,  and 
which  are  bonded  with  resins  prepared 
by  condensation  or  polymerization  of 
resin-forming  materials,  together  with 
adjuvant  substances  required  in  their 
preparation,  application,  and  curing. 

(b)  The  quantity  of  any  substance 
employed  in  the  production  of  the  resin- 
bonded  filter  does  not  exceed  the  amount 
reasonably  required  to  accomplish  the 
intended  physical  or  technical  effect  or 
any  limitation  further  provided. 


Crams  of  sample  1.2()lt  iiiiliililers 

(B-CJ  X - - - -  XliHt=Millieqiiivaleuts  of  loliil  etilorine  in  aqueoii.^  eMnict  of 

\  olume  of  filtrate  A  in  milliliters  KXi  grams  of  sample, 

wliere: 

.•l  =  volume  of  filtrate  obtained  in  extraelion. 

/f=milliliters  of  silver  nitrate  solution  used  in  sample  titration  X  normality  of  silver  nitrate  soliiliott. 
C’=milliliters  of  silver  nitrate  solution  useil  iti  lilatik  titration  X  nurmalit>  of  silver  nitrate  solution. 


(1)  E) 


1.200  milliliters 


X  100=:  Millief|ttivalenls  of  iotiie  eliloiine  iti  atpnsms  evtriiet  of 
Hill  grants  of  sample. 


Crains  of  sample  X’oliime  of  filtrate  A  in  millilitei's 
where; 

.4  =  volume  of  filtrate  obtained  in  evtrai'tion. 

/>=milliliters  of  silver  nitrate  solution  us«‘d  in  sample  titralionXnormalit  v  of  silver  nitrate  solution. 
E’- milliliters  of  silver  nitrate  solution  used  in  blank  titrationXnormalily  of  silver  nitiate  solution. 
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(c)  Any  substance  employed  in  the 
production  of  resin-bcmded  filters  that  is 
the  subject  of  a  regiilation  in  Parts  174, 
175,  176,  177,  178  and  S  179.45  of  this 
chapter  conforms  with  any  specification 
in  such  regulation. 

(d)  Substances  employed  in  the  pro¬ 
duction  of  resin-bonded  filters  include 
the  following,  subject  to  any  limitations 
provided: 

List  of  Substances  and  Limitationa 
(1)  Fibers; 

Cellulose  puli>. 

Cotton. 

Nylon.  (From  nylon  resins  complying  with 
the  provisions  of  ai^licable  regulations 
in  Subcbapter  B  of  this  chapter. 

Polyethylene  terephthalate  oonqilylng  In 
composition  with  the  provisions  ot 
{  177.1630;  for  use  in  Inline  filtration 
only  as  provided  tor  in  paragraphs  (e) 
and  (f )  of  this  section. 

Rayon  (viscose). 

(3)  Substances  employed  in  fiber  finishing: 

BHT. 

Butyl  (or  isobutyl)  palmitate  or  stearate. 

3,6-Dl>tert>butyl  hydroquinone  for  use 
only  In  lubricant  formulations  for  rayon 
fiber  finishing  and  at  a  usage  level  not 
to  exceed  0.1  percent  by  weight  of. the 
lubricant  formulations. 

DimetbylpolysUoxane. 

4-Etbyl-4-bexadecyl  morphoUnium  ethyl 
sulfate  for  use  only  as  a  lubricant  in  the 
manufacture  of  polyethylene  terephtha¬ 
late  fibers  specified  in  paragraph  (d)(1) 
of  this  section  at  a  level  not  to  exceed 
0.03  percent  by  weight  of  the  finished 
fibers. 

Fatty  acid  (Cy,-Cj,)  dlethanolamlde  con¬ 
densates. 

Fatty  acids  derived  from  animal  or  vege¬ 
table  fats  and  oils,  and  salts  of  such 
acids,  single  or  mixed,  as  follows: 
Alvunlnum. 

Ammonium. 

Calcium. 

Magnesium. 

Potassium. 

Sodium. 

Triethanolamine. 

Fatty  acid  (C„ — Cjj)  mono-  and  diesters  of 
polyoxyethylene  glycol  (molecular  weight 
400-3,000). 

Methyl  esters  of  fatty  acids  (C,, — C,A . 

Mineral  oU. 

Polybutene,  hydrogenated;  complying  with 
the  identity  prescribed  under  §  178.3740 
(b)  of  this  chapter. 

Ptrfyoxyethylene  (4  mols)  ethylenedlamlne 
monolauramlde  for  use  only  in  lubricant 
formulations  for  rayon  fiber  finishing 
and  at  a  usage  level  not  to  exceed  10  per¬ 
cent  by  weight  of  the  lubricant  formu¬ 
lations. 

Rlcebran  oil. 

Tltanliun  dioxide. 

(3)  Resins: 

Acrylic  polymers  produced  by  polymeriz¬ 
ing  ethyl  acrylate  alone  or  with  one  or 
more  of  the  monomers:  Acrylic  acid, 
acrylonitrile,  N-methylolacrylamlde,  and 
styrene.  The  finished  copolymers  shall 
contain  at  least  70  weight  percent  of 
polymer  units  drived  from  ethyl  acry¬ 
late,  no  more  than  2  weight  percent  of 
total  polymer  units  derived  from 
acrylic  acid,  no  more  than  10  weight 
percent  of  total  polymer  units  derived 
from  acrylonitrile,  no  more  than  2  weight 
percent  of  total  polymer  units  derived 
from  N-methylolacrylamide,  and  no 
more  than  26  weight  percent  of  total 
polymer  units  derived  from  styrene. 
Fw  use  only  as  provided  in  paragraph 
(m)  of  this  section. 


Melamine-formaldehyde. 

Melamine -formaldehyde  chemically  modi¬ 
fied  with  one  or  more  ot  the  amine  cata¬ 
lysts  identified  in  {  175.300(b)  (3)  (xlll) 
of  this  chapter. 

Melamine-formaldehyde  chemically  modi¬ 
fied  with  methyl  alcohol. 

Melamine-formaldehyde  chemically  modi¬ 
fied  with  \u«a;  for  use  only  as  provided 
for  in  paragraphs  (e),  (f),  (g),  (h),  and 
(1)  of  this  section. 

Phenol-formaldehyde  resins. 

Polyvinyl  alcohol. 

Polyvinyl  alcohol  with  the  copolymer  of 
acrylic  acid-allyl  sucrose. 

Polyvinyl  alcohol  with  melamine  formal¬ 
dehyde. 

Polyvinyl  acetate  with  melamine  formal¬ 
dehyde. 

p-Toluenesulfonamide-formaldehyde  chem¬ 
ically  modified  with  one  or  more  of  the 
amine  catalysts  identified  in  1  176.300 
(b)  (3)  (xlll)  of  this  chapter. 

(4)  Adjuvant  substances; 

Dimethyl  polyslloxane  with  methylcellu- 
lose  and  sorbic  acid  (as  an  antifoaming 
agent) . 

Phosphoric  acid. 

(6)  Colorants;  ’ 

Pbthalocyanlne  blub  (C.I.  pigment  blue 
15,  C.I.  No.  74160),  not  to  exceed  0.1  percent 
In*  thennoplastlc  adhesives  fabricated  from 
components  complying  with  fi  177.1360  and 
177.1520  for  use  in  resin-bonded  filters. 

(e)  Resin-bonded  filters  conforming 
with  the  specifications  of  paragraph  (e) 
(1)  of  this  section  are  used  as  provided 
in  paragraph  (e)  (2)  of  this  section; 

(1)  Total  extractives.  The  finished 
filter,  when  exposed  to  distilled  water  at 
100°  F  for  2  hours,  yields  total  extrac¬ 
tives  not  to  exceed  2.8  percent  by  weight 
of  the  filter. 

(2)  Conditions  of  use.  It  is  used  to 
filter  milk  or  potable  water  at  operating 
temperatures  not  to  exceed  100*  P. 

(t)  Resin-bonded  filters  conforming 
with  the  specifications  of  paragraph  (f) 
(1)  of  this  section  are  used  as  provided 
in  paragraph  (e)(2)  of  this  section; 

(1)  Total  extractives.  The  finished 
filter,  when  exposed  to  distilled  water  at 
145*  F  for  2  hcmrs,  yields  total  extrac¬ 
tives  not  to  exceed  4  percent  by  weight 
of  the  filter. 

(2)  Conditions  of  use.  It  is, used  to 
filter  milk  or  potable  water  at  operating 
temperatures  not  to  exceed  145*  F. 

(g)  Resin-bonded  filters  conforming 
with  the  specifications  of  paragraph  (g) 
(1)  of  this  section  are  used  as  provided 
In  paragraph  (g)(2)  of  this  section; 

(1)  Total  extractives.  The  finished 
filter,  when  exposed  to  n-hexane  at  re- 
fiux  temperature  for  2  hours,  yields  total 
extractives  not  to  exceed  0.5  percent  by 
weight  of  the  filter. 

(2)  Conditions  of  use.  It  Is  used  to 
filter  edible  oils. 

(h)  Resin-bonded  filters  conforming 
with  the  specifications  of  paragraph  (h) 
(1)  of  this  section  are  used  as  provided 
in  paragraph  (h)(2)  of  this  section: 

(1)  Total  extractives.  The  finished 
filter,  when  exposed  to  distilled  water  at 
212°  F  for  2  hours,  yields  total  extrac¬ 
tives  not  to  exceed  4  percent  by  weight 
of  the  filter. 

(2)  Conditions  of  use.  It  is  used  to 
filter  milk,  coffee,  tea,  and  potable  water 
at  temperatures  not  to  exce^  212*  F. 


(i)  Resin-bonded  filters  conforming 
with  the  specifications  of  paragraph  (i) 
(1)  of  this  section  are  us^  as  provided 
in  paragraph  (i)  (2)  of  this  section: 

(1)  Total  extractives.  The  finished  fil¬ 
ter,  when  exposed  to  distilled  water  for 
2  hours  at  a  temperature  equivalent  to, 
or  higher  than,  the  filtration  tempera¬ 
ture  of  the  aqueous  f(X)d,  yields  total  ex¬ 
tractives  not  to  exceed  4  percent,  by 
weight,  of  the  filter. 

(2)  Conditions  of  use.  It  is  used  in 
commercial  filtration  of  bulk  quantities 
of  nonalcoholic,  aqueous  foods  having  a 
pH  above  5.0. 

(J)  Resin-bonded  filters  conforming 
with  the  specifications  of  (paragraph  (J) 
(1)  of  this  section  are  us^  as  provided 
in  paragraph  (J)(2)  of  this  section: 

(1)  Total  extractives.  The  finished 
filter,  when  exposed  to  5  percent  (by 
weight)  acetic  acid  for  2  hours  at  a  tem¬ 
perature  equivalent  to,  or  higher  than, 
the  filtration  temperature  of  the  aqueous 
food,  yields  total  extractives  not  to  ex¬ 
ceed  4  percent,  by  weight,  of  the  filter. 

(2)  Conditions  of  use.  It  is  used  in 
commercial  filtration  of  bulk  quantities 
of  nonalcoholic,  aqueous  foods  having  a 
pH  of  5.0  or  below. 

(k)  Resin-bonded  filters  conforming 
with  the  specifications  of  paragraph  (k* 
(1)  of  this  sectiem  are  use  as  provided 
in  paragraph  (k)(2)  of  this  section: 

(l)  Total  extractives.  The  finished 
filter,  when  exposed  to  8  percent  (by 
voliune)  ethyl  alcohol  in  distilled  water 
for  2  hours  at  a  temperature  equivalent 
to,  or  higher  than,  the  filtration  tem¬ 
perature  of  the  alcoholic  beverage,  yields 
total  extractives  not  to  exceed  4  per¬ 
cent,  by  weight,  of  the  filter. 

(2)  Conditions  of  use.  It  is  used  in 
commercial  filtration  of  bulk  quantities 
of  alcoholic  beverages  containing  not 
more  than  8  percent  alcohol. 

(1)  Resin-bonded  filters  conforming 
with  the  specifications  of  paragraph  (1) 
(1)  of  this  section  are  used  as  provided 
in  paragraph  (1)  (2)  of  this  section: 

(1)  Total  extractives.  The  finished 
filter,  when  exposed  to  50  percent  (by 
volume)  ethyl  alcohol  in  distilled  water 
for  2  hours  at  a  temperature  equivalent 
to,  or  higher  than,  the  filtration  tem¬ 
perature  of  the  alcoholic  beverage, 
yields  total  extractives  not  to  exceed  4 
percent,  by  weight,  of  the  filter. 

(2)  Conditions  of  use.  It  is  used  in 
commercial  filtration  of  bulk  quantities 
of  alcoholic  beverages  containing  more 
than  8  percent  alcohol. 

(m)  Resin-bonded  filters  fabricated 
from  acrylic  polymers  as  provided  in 
paragraph  (d)  (3)  of  this  section  to¬ 
gether  with  other  substances  as  provided 
in  paragraph  (d),  (1),  (2),  and  (4)  of 
this  section  may  be  used  as  follows: 

(1)  The  finished  filter  may  be  used  to 
filter  milk  or  potable  water  at  operating 
temperatures  not  to  exceed  100°  F,  pro¬ 
vided  that  the  finished  filter  when  ex¬ 
posed  to  distilled  water  at  100°  F  for  2 
hours  yields  total  extractives  not  to  ex¬ 
ceed  1  percent  by  weight  of  the  filter. 

(2)  The  finished  filter  may  be  used  to 
filt^  milk  or  potable  water  at  operating 
temperatures  not  to  exceed  145*  F,  pro- 
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vided  that  the  finished  filter  when  ex¬ 
posed  to  distilled  water  at  145°  F  for  2 
hours  yields  total  extcactives  not  to  ex¬ 
ceed  1.2  percent  by  weight  of  the  filter. 

(n)  Acrylonitrile  copolymers  identi¬ 
fied  in  this  section  shall  comply  with 
the  provisions  of  S  180.22  of  this  chapter. 

§  1 77.2280  4,4'-l8opropTlidrnodiphenoI- 
ppichloroliydrin  thermo^rtting  ppoxy 
rrsins. 

4,4’  -  IsopropyUdenediphenol  -  epichlo- 
rohydrin  thermosetting  ^x)xy  resins  may 
be  safely  used  as  articles  or  components 
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of  articles  intended  for  repeated  use  in 
producing,  manufacturing,  petcklng, 
processing,  preparing,  treating,  packag¬ 
ing,  transporting,  or  holding  food,  in 
accordance  with  the  following  prescribed 
conditions: 

(a)  The  basic  thermosetting  epoxy 
resin  is  made  by  reacting  4,4’-isopropyl- 
idenediphenol  with  epichlorohydrin. 

(b)  The  resin  may  contain  one  or  more 
of  the  following  optional  substances  pro¬ 
vided  the  quantity  used  does  not  exceed 
that  reasonably  required  to  accomplish 
the  intended  effect: 


AUyl  glycidyl  ether _ 

Di-  and  tri-elycidyl  ester  mixture  resulting  from  the  reac¬ 
tion  of  epichloFohydrin  with  mixed  dimers  and  trimers 
of  unsaturated  Cm  monobasic  fatty  acids  derived  from 
animal  and  vegetable  fats  and  oils. 

1 ,2-  Epoxy-3-phenoxy-propanr _ _ _ 

Glyoxal _ _ - . . 

4,4'-l8opropylidenediphenol . . . . . . 

4,4'-Mothylenedlanlline _ 

nt-Phenytenediamhie _ I . . . 

Tetrahydrophthalic  anhydride . . . . . . 


As  curing  system  addiUve. 

As  modifier  at  levels  not  to  exceed  equal  parts  by  wi  iehl 
of  the  4,4'-isopropylidenediphenol-cpiclilorohydrin 
basic  resin  and  IlmltM  to  use  in  contact  with  alcoholic 
beverages  containing  not  more  than  8  percent  of 
aloohoL 

As  curing  system  additive. 

Do. 

Do. 

As  curing  system  additive. 

Do. 

Do. 


(c)  In  accordance  with  good  manu¬ 
facturing  practice,  finished  articles  con¬ 
taining  the  resins  shall  be  thoroughly 
cleansed  prior  to  their  first  use  in  con¬ 
tact  with  food. 

(d)  The  provisions  of  this  section  are 
not  applicable  to  4,4'-isopropylidenedi- 
phenol-epichlorohydrin  resins  listed  in 
other  sections  of  Parts  174,  175,  176,  177, 
178  and  179  of  this  chapter. 

§  177.2410  Phenolic  resins  in  molded 
articles. 

Phenohc  resins  identified  in  this  sec¬ 
tion  may  be  safely  used  as  the  food-con¬ 
tact  surface  of  molded  articles  intooded 
for  repeated  use  in  contact  with  nonacid 
food  (pH  above  5.0) ,  in  accordance  with 
the  following  prescribed  conditions: 

(a)  For  the  purpose  of  this  section, 
the  phenolic  resins  are  those  produced 
when  one  or  more  of  the  phenols  listed 
in  paragraph  (a)  (1)  of  this  section  are 
made  to  react  with  one  or  more  of  the 


aldehydes  listed  in  paragraph  (a)  (2)  of 
this  section,  with  o%  without  aniline  and/ 
or  anhydro-formaldehyde  aniline  (hexa- 
hydro-l,a,5-triphenyl-s-triazine) : 

(1)  Phenols: 

p-  terf  -  Amylphenol . 
p-tert-Butylphenol. 

0-,  m-,  and  p-Cresol. 
p-Octylphenol. 

Phenol. 

o-  and  p-Phenylethylphenol  mixture  pro¬ 
duced  when  phenol  is  made  to  react  with 
styrene  in  the  presence  of  sulfuric  acid 
catalyst. 

(2)  Aldehydes: 

Acetaldehyde. 

Formaldehyde . 

Paraldehyde. 

(b)  Optional  adjuvant  substances  em¬ 
ployed  in  the  ciroduction  of  the  phenolic 
resins  or  added  thereto  to  Impart  desired 
technical  or  physical  properties  Include 
the  following: 


Asbestos  fiber _ _ _ 

Barium  hydroxide _  For  use  as  catalyst. 

Calcium  stearate - - - - -  For  use  as  lubricant. 

Carbon  black  (channel  process) _ 

Diatomaoeous  earth _ 

Glass  fiber _ _ _ 

Hexamethylenetetramine _ _  For  use  as  curing  agent. 

Mica _ _ _ _ 

Oxalic  acid _ _  For  use  as  catalyst. 

Zinc  stearate - - -  For  use  as  lubricant. 


(c)  The  finished  food-cmitact  article, 
when  extracted  with  distilled  water  at 
refiux  temperature  for  2  hours,  using  a 
voliune-to-surface  ratio  of  2  milliliters 
of  distilled  water  per  square  Inch  (ff  sur¬ 
face  tested,  shall  meet  the  following 
extractives  limitations: 

(1)  Total  extractives  not  to  exceed 
0.15  milligram  p^  square  inch  of  food- 
contact  surface. 


(2)  Extracted  phenol  not  to  exceed 
0.005  milligram  per  square  inch  of  food- 
contact  surface. 

<8)  No  extracted  aniline  when  tested 
by  a  spectrophotometric  method  smsl- 
tive  to  0.006  milligram  of  aniline  per- 
square  inch  of  food-contact  surface. 

(d)  In  accordance  with  good  manufac¬ 
turing  practice,  finished  molded  articles 
containing  the  phenohc  resins  shall  be 


thoroughly  cleansed  prior  to  their  first 
use  in  c(mtact  with  food. 

§  177.2420  Polyester  resins,  cross-linked. 

Cross-linked  polyester  resins  may  be 
safely  used  as  articles  or  components  of 
articles  intended  for  repeated  use  in  con¬ 
tact  with  food,  in  accordance  with  the 
following  prescribed  conditions: 

(a)  The  cross-linked  polyester  resins 
are  produced  by  the  condensation  of  one 
or  more  of  the  acids  listed  in  paragraph 
(a)(1)  of  this  section  with  one  or 
more  of  the  alcohols  or  epoxides  listed 
in  paragraph  (a)  (2)  of  this  section, 
followed  by  copolymerization  with  one 
or  more  of  the  cross-linking  agents  listed 
in  paragraph  (a)  (3)  of  this  section: 

(1)  Acids: 

Adipic. 

Fatty  acids,  and  dimers  thereof,  from  natural 
sources. 

Fumarlc. 

iBophthallc. 

Maleic. 

Methacryllc. 

Orthophthalic . 

Sebacic. 

Terephtballc. 

TrlmelUtic. 

(2)  Polyols  and  poly  epoxides: 

Butylene  glycol. 

Diethylene  glycol. 

2  4!  -Dimethyl- 1  ,S-propanedlol . 

Dipropylene  glycol. 

Ethylene  glycol. 

GUyoero. 

4,4'  -  IsopropyUdenediphenol  -  epichlorohy¬ 
drin. 

Mannitol. 
a-Metbyl  glucoelde. 

Fentaerythrltol. 

Polyoxypropylene  ethers  of  4,4'-i8<H>ropyllde- 
nediphenol  (containing  an  average  of  2-7.5 
moles  of  propylene  oxide). 

Propylene  glycol. 

Sorbitol. 

Trlmethylol  ethane. 

Trlmethylol  propane. 

2,2,4  -Tr  Ime  thyl-l,3-pentanedlol. 

(3)  Cross-linking  agents: 

Butyl  acrylate. 

Butyl  methacrylate. 

Ethyl  acrylate. 

Ethylhexyl  acrylate. 

Methyl  acrylate. 

Methyl  methacrylate. 

Styrene. 

Vinyl  toluene. 

<b)  Optional  adjuvant  substances  em¬ 
ployed  to  facilitate  the  production  of 
the  resins  or  added  thereto  to  impart 
desired  technical  or  physical  properties 
include  the  following,  provided  that  the 
quantity  used  does  not  ^ceed  that  rea¬ 
sonably  required  to  accomplish  the  in¬ 
tended  physical  or  technical  effect  and 
does  not  exceed  any  limitations  pre¬ 
scribed  in  this  section: 
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1.  IiihiNtors: 

Benio<|Uinoiir . . . . 

Butyl  c«techdl . 

TBHQ . 

I>l-<<rt-butyl  hydroquinone — 

IlydroqulnoiiP . . 

2.  Accolorators; 

Bonryl  triniethyi  anuiioniiini  chloridf . . 

Calcium  uaphtheuato . . 

('ohalt  naphtheiiatp . . 

('oppcr  naphtlicnate. _ _ _ 

N,  A-l>icUiylanlUnc . — . - . 

S,  JV-I)linethylaiiiUiie . . . . 

Elhyleue  guanidine  hydrochloride . 

ARO-bis-lsobutyroiiilrile . 

Benioyl  peroxide . - 

(rrt-Butyl  perbeuxoate . . 

Chlorbenxoyl  peroxide . . . 

Cumene  hydroperoxide . . . 

Dicuniyl  peroxide . 

Lauroyl  peroxide . . . . . . 

p-Menthane  hydroperoxide . , . 

Methyl  ethyl  ketone  peroxide . . . 

4.  Solvents  for  inhibitors,  accelerators,  and  catalysts: 

Butyl  benxyl  phthalate  ^containing  not  more  than 
1.0  percent  by  weight  of  dibentyl  phthalate). 

Dibutyl  phthalate . . . 

Dlethylene  glycol . . . 

Dimethyl  phthalate . 

Methyl  alcohol . - 

Styrene . - 

Triphenyl  phosphate . . 

(.  Reinforcements: 

Asbestos . 

Olass  liber . — . - . 

Polyester  fiber  produced  by  the  condensation  of 
one  or  more  of  the  acids  listed  in  paragraph  (8)(1) 
of  this  section  with  one  or  more  of  the  alcoliols 
list^  in  paragraph  (a)(2)  of  tills  section. 

0.  Miscelltmeous  materials: 

Castor  oil,  hydrogenated . 

o-Melhylstyrene . . . 

Polyethylene  glycol  tiOOO . . . - 

Silicon  dioxide . 

Wax,  petroleum . rr< . 


Limitaliotu  (.limit*  •/ »dMion  txprtuti  a*  ptremt  bn  vdfbt 
of  /tHwkerf  re*m) 

Total  not  to  exceed  0.08  percent. 

0.01  percent. 


Total  not  to  exceed  1.5  ix'iwnt. 
0.05  jierei'nt. 


0.4  percent. 

0.4  percent. 

0.05  percent. 

Tsttn  not  to  exceed  1.5  percent,  except  that  methyl 
ethyl  ketone  pt'roxide  may  be  usi'd  as  the  sole  catalyst 
at  levels  not  to  exceed  2  percent. 


.\s  a  solvi'iil  for  benxyl  trimethyl  ammonium  chloride 
cr  ethylene  guanidine  hydrochloride  only. 


Complying  with  i  178.3710  of  tins  chapter. 


(c)  The  cross-linked  polyester  resins, 
with  or  without  the  optional  substances 
described  in  paragraph  (b)  of  this  sec¬ 
tion,  and  in  the  finished  form  in  which 
they  are  to  contact  food,  when  extracted 
with  the  solvent  or  solvents  characteriz¬ 
ing  the  type  of  food  and  imder  the  con¬ 
ditions  of  time  and  temperature  char¬ 
acterizing  the  conditions  of  their  in¬ 
tended  use,  as  determined  from  tables 
1  and  2  of  8  176.170(0  of  this  chapter, 
shall  meet  the  following  extractives 
limitations : 

( 1 )  Net  chloroform -soluble  extractives 
not  to  exceed  0.1  milligram  per  square 
inch  of  f(x>d-contact  surface  t^ted  when 
the  prescribed  food-simulating  solvent 
is  water  or  8  or  50  percent  alcohol. 

(2)  Total  nonvolatile  extractives  not 
to  exceed  0.1  milligram  per  square  inch 
of  food-contact  surface  tested  when  the 
prescribed  food-simulating  solvent  is 
h^tane. 

(d)  In  accordance  with  good  manu¬ 
facturing  practice,  finished  articles  con¬ 
taining  the  cross-linked  polyester  resins 
shall  be  thoroughly  cleansed  prior  to 
their  first  use  in  contact  with  food. 

§  177.2430  Polyether  resina,  ehlorinaled. 

Chlorinated  polyether  resins  may  be 
safely  used  as  articles  or  components  of 
articles  intended  for  repeated  use  in  pro¬ 
ducing,  manufacturing,  packing,  proc¬ 
essing,  preparing,  treating,  packaging, 
transporting,  or  holding  fcxxl,  in  accord¬ 
ance  with  the  following  prescribed 
conditions: 

(a)  The  chlorinated  polyether  resins 
are  produced  by  the  catalsrtic  polymeri¬ 
zation  of  3,3-bis(chloromethyl)oxetane, 


and  shall  contain  not  more  than  2  per¬ 
cent  residual  monomer. 

(b)  In  accordance  with  gocxl  manu¬ 
facturing  practice,  finished  articles  con¬ 
taining  the  chlorinated  polyether  resins 
shall  be  thoroughly  cleansed  prior  to 
their  first  use  in  contact  with  food. 

§  177.2450  Polyainidc-imide  resins. 

Polyamide-imide  resins  identified  in 
paragraiA  (a)  of  this  section  may  be 
safely  used  as  components  of  articles  in¬ 
tended  for  repeated  use  in  contact  with 
food,  in  accordance  with  the  following 
prescribed  conditions: 

(a)  Identity:  For  the  purposes  of  this 
section  the  polyamide-imide  resins  are 
derived  from  the  condensation  reaction 
of  substantially  equimolar  parts  of 
trimellitic  anhydride  and  p,p’-diphenyl- 
methane  diisocyanate. 

(b)  Specifications:  Polyamide-imide 
resins  identified  in  paragraph  (a)  of  this 
section  shall  conform  to  the  following 
specifications  (analytical  methods  for 
paragraph  (b)  (2)  and  (3)  of  this  sec- 
tiem  are  available  upon  request  from  the 
Commissioner  of  Food  and  Drugs) : 

(1)  Nitrc^en  content:  not  less  than 
7.80  w'eight  percent  and  not  more  than 
8.20  weight  percent,  as  determined  by  the 
Diunas  Nitrogen  Determination  as  set 
forth  in  “OfiBcial  Methods  of  Analsrsis  of 
the  Association  of  OfBcial  Analytical 
Chemists,”  11th  ed..  1970,  p.  123,  secs. 
7.017  to  7.024.’ 


“Copies  may  be  obtained  from:  .Association 
of  OfBcial  Analytical  Chemists,  P.O.  Box  540, 
Benjamin  Franklin  Station,  Washington,  D.C. 
20044.  ^ 
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(2)  Solution  viscosity:  not  less  than 
1.200. 

(3)  Residual  monomers,  as  determined 
by  gas  chromatography,  in  the  poly¬ 
amide-imide  resin,  heat  cured  at  600” 
F  for  15  minutes:  p,p'-diphenylmethane 
diisocyanate,  not  more  than  100  parts 
per  million;  trimellitic  anhydride,  not 
more  than  500  parts  per  million. 

(c)  Extractive  limitations  are  appli¬ 
cable  to  the  polyamide-imide  resin  in 
the  form  of  films  of  1  mil  uniform  thick¬ 
ness  after  coating  and  heat-curing  at 
600*  F  for  15  minutes  on  stainless  steel 
plates,  each  having  such  resin-coated 
surface  area  of  100  square  inches.  The 
cured-resin  film  coatings  shall  be  ex¬ 
tracted  in  accordance  with  the  method 
described  in  §  176.170(d)  (3)  of  this 
chapter,  using  a  plurality  of  spaced, 
coated  stainless  steel  plates,  exposed  to 
the  respective  food  simulating  solvents. 
The  resin  shall  meet  the  following  ex¬ 
tractive  limitations  under  the  corre¬ 
sponding  extraction  conditions: 

(1)  Distilled  water  at  250*  F  'for  2 
hours:  Not  to  exceed  0.01  milligram  per 
square  inch. 

(2)  Three  percent  acetic  acid  at  212* 
F  for  2  hours:  Not  to  exceed  0.05  milli¬ 
gram  per  square  inch. 

(3)  Fifty  percent  ethyl  alcohol  at 
160*  F  for  2  hours:  Not  to  exceed  0.03 
milligram  per  square  inch. 

(4)  n-Heptane  at  150*  F  for  2  hours: 
Not  to  exceed  0.05  milligram  per  square 
inch. 

(d)  In  accordance  with  good  manu¬ 
facturing  practice,  those  food  contact 
articles,  having  as  components  the  poly¬ 
amide-imide  resins  identified  in  para¬ 
graph  (a)  of  this  section  and  intended 
for  repeated  use  shall  be  thoroughly 
cleans(^  prior  to  their  first  use  in  con¬ 
tact  with  food. 

§  177.2460  Pol>'(2,6-dimelhyl>l,4-phen- 
ylene)oxMle  rosins. 

The  poly  ( 2,6-dimethyl-l ,4-phenylene) 
oxide  resins  identified  in  paragraph  (a) 
of  this  section  may  be  used  as  an  article 
or  as  a  component  of  an  article  intended 
for  use  in  contact  with  fo(xi  subject  to 
the  provisions  of  this  section. 

(a)  Identity.  For  the  purposes  of  this 
section.  poly(2,6  -  dimethyl  -  1,4-phenyl- 
ene)  oxide  resins  consist  of  basic  resins 
produced  by  the  oxidative  coupling  of 
2,6-xylenol  such  that  the  finished  basic 
resins  meet  the  specificatiMis  and  extrac¬ 
tives  limitations  prescribed  in  paragraph 

(c)  of  this  section. 

(b)  Optioned  adyuvant  substances. 
The  basic  poly(2,6-dimethyl-l,4-phen- 
ylene)  oxide  resins  identified  in  para¬ 
graph  (a)  of  this  section  may  contain 
opti(mal  adjuvant  substances  required  in 
the  production  of  such  basic  resins.  The 
optional  adjuvant  substances  required 
in  the  production  of  the  basic  poly  (2,6- 
dimethyl  -,  1,4  -  phenylene)  oxide  resins 
may  include  substances  permitted  for 
such  use  by  regulations  in  Parts  170 
through  189  of  this  chapter,  substances 
generally  recognized  as  safe  in  food,  sub¬ 
stances  used  in  accordance  with  a  prior 
sanction  or  approval,  and  the  following: 
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Liit  o/nMancf*  Limitation*  {fzpmttd  at  ptreent  by  vtighi  oj finMrd 

batic  retin) 

Diethylamine .  Not  to  exceed  0.16  percent  as  residual  catalyst. 

Methyl  alcohol . - . -  Not  to  exceed  0.02  percent  as  residual  solvent. 

Toluene _ _ — . -  Not  to  exceed  0.2  percent  as  residual  solvent. 


(c)  Specifications  and  extractives 
limitations.  The  poly(2,6-dlmethyl-l,4- 
phenylene)  oxide  basic  resins  meet  the 
following; 

<1)  Specifications.  Intrinsic  viscosity 
is  not  less  than  0.40  deciliter  per  gram 
as  determined  by  the  method  described 
in  ASTM  D1243-66  modified  as  follows: 

(i)  Solvent:  Chloroform,  reagent  grade 
containing  0.01  percent  ferf-butylcate- 
chol. 

(ii)  Resin  sample:  Powdered  resin  ob¬ 
tained  from  production  prior  to  molding 
or  extrusion. 


(iii)  Viscometer:  Cannno-Ubbelohde 
series  25  dilution  viscometer  (or  equiv¬ 
alent)  . 

(iv)  Calculation;  The  calculation 
method  used  is  that  described  in  ap¬ 
pendix  Al.2.2  (ASTM  Method  D  1243- 
66)  with  the  reduced  viscosity  deter¬ 
mined  for  three  concentration  levels  (0.4, 
0.2,  and  0.1  gram  per  deciliter)  and  ex¬ 
trapolated  to  zero  concentration  for 
intrinsic  viscosity.  The  following  formula 
is  used  for  determining  reduced  viscosity; 


Reduced  viscosity  in  terms  of  deciliters  per 

Where; 

Solution  eflflux  time. 
fo= Solvent  efliux  time. 

c=  Concentration  of  solution  in  terms  of  grams  per  deciliter. 


(2)  Extractives  limitations.  Total  res¬ 
in  extracted  not  to  exceed  0.02  weight- 
l>ercent  when  extracted  with  n-heptane 
at  160'  F  for  2  hours  as  determined  us¬ 
ing  200  milliliters  of  reagent  grade 
n-heptane  which  has  been  freshly  dis¬ 
tilled  before  use  and  25  grams  of  poly  (2,- 
6-dimethyl-l,4-phenylene)  oxide  resin. 
The  resin  as  tested  is  in  pellet  form 
having  a  particle  size  such  that  100  per¬ 
cent  of  the  pellets  will  pass  through  a 
U.S.  Standard  Sieve  No.  6  and  100  per¬ 
cent  of  the  pellets  will  be  held  on  a  U.S. 
Standard  Sieve  No.  10. 

(d)  Other  limitations.  The  poly (2,6- 
dimethyl-l,4-phenylene)  oxide  resins 
identified  in  and  complying  with  this 
section,  when  used  as  components  of  the 
food-contact  surface  of  any  article  that 
is  the  subject  of  a  regulation  in  Parts 
174,  175,  176,  177, 178  and  §  179.45  of  this 
chapter,  shall  comply  with  any  specifi¬ 
cations  and  limitations  prescribe  by 
such  regulation  for  the  article  in  the 
finished  form  in  which  it  is  to  contact 
food. 

(e)  Uses.  The  poly(2,6-dimethyl-l,4- 
phenylene)  oxide  resins  identified  in  and 
complying  with  the  limitations  in  this 
section  may  be  used  as  articles  or  com¬ 
ponents  of  articles  intended  for  repeated 
food-contact  use  or  as  articles  or  com¬ 
ponents  of  articles  intended  for  single - 
service  food-contact  use  only  under  the 
conditions  described  in  §  176.170(c)  of 
this  chapter.  Table  2,  conditions  of  use 
H. 

§  177.2470  Polyovyniolliylene  co|M)ly- 
mer. 

Polyoxymethylene  copolymer  identi¬ 
fied  in  this  section  may  be  safely  used 
as  an  article  or  component  of  articles 
intended  for  food-contact  use  in  accord¬ 
ance  with  the  following  prescribed  con¬ 
ditions; 

(a)  Identity.  For  the  purpose  of  this 
section,  polyoxymethylene  copolymer 
[Chemical  Abstracts  Service  Registry 
Number  30754-12-2]  is  the  reaction 
product  of  trloxane  (cyclic  trimer  of 


formaldehyde)  and  ethylene  oxide  to 
which  may  have  been  added  certain 
optional  substances  to  Impart  desired 
technological  properties  to  the  copoly¬ 
mer. 

(b)  Optional  adjuvant  substances.  The 
polyoxymethylene  copolymer  identified 
in  paragraph  (a)  of  this  section  may 
contain  optional  adjuvant  substances  re¬ 
quired  in  its  production.  The  quantity 
of  any  optional  adjuvant  substance  em¬ 
ployed  in  the  producticm  of  the  copoly¬ 
mer  does  not  exceed  the  amoimt  reason¬ 
ably  required  to  accomplish  the  intend¬ 
ed  technical  or  ph3^ical  effect.  Such  ad¬ 
juvants  may  include  substances  gener¬ 
ally  recognized  as  safe  in  food,  sub¬ 
stances  used  in  accordance  with  prior 
sanction,  substances  permitted  under  ap¬ 
plicable  regulaticms  in  Parts  170  through 
189  of  this  chapter,  and  the  following; 

(1)  Stabilizers  (total  amoxmt  of  sta¬ 
bilizers  not  to  exceed  2.0  percent  and 
amoimt  of  any  one  stabilizer  not  to  ex¬ 
ceed  1.0  percent  of  polsmier  by 
ceed  1.0  percent  of  copolymer  by  weight) 

Calcium  rlclnoleate. 

Cyanoguanidlne. 

2,2'  -  Methylenebls(4  -  methyl  -  6  -  tert- 
butylphenol) . 

Tetrakls  [methylene  (3.5-dl-tert-butyl-4-hy- 

droxyhydrocinnamate)  ]  methane.* 

(2)  Lubricant:  N,N'Distearoylethyl- 
enediamine. 

(c)  Specifications.  (1)  Pcdyoxymethyl- 
ene  copolymer  can  be  identifi^  by  its 
characteristic  infrared  spectrum. 

(2)  Minimum  number  average  molec¬ 
ular  weight  of  the  copolymer  is  20,000 
as  determined  by  a  method  available 
upon  request  from  the  Food  and  Drug 
Administration,  Bureau  of  Foods,  Divi¬ 
sion  of  Food  and  Color  Additives  (HFF- 
330),  200  C  St.  SW.,  Washington,  DC 
20204. 

(d)  Extractive  limitations.  (1)  Poly¬ 
oxymethylene  copolymer  in  the  finished 
form  in  which  it  is  to  contact  food,  when 
extracted  with  the  solvent  or  solvents 
characterizing  the  tsriie  of  food  and  imder 
conditions  of  time  and  temperature  as 


determined  from  Tables  1  and  2  of 
§  175.300(d)  of  this  chapter,  shall  yield 
net  chloroform-soluble  extractives  not  to 
exceed  0.5  milligram  per  square  inch  of 
food -contact  surface. 

(2)  Polyoxymethylene  copolymer  with 
or  without  the  optional  substances  de¬ 
scribed  in  paragraph  (b)  of  this  section, 
when  ground  or  cut  into  particles  that 
pass  through  a  U.S.A.  Standard  Sieve 
No.  6  and  that  are  retained  on  a  U.S.A. 
Standard  Sieve  No.  10,  shall  yield  total 
extractives  as  follows; 

(1)  Not  to  exceed  0.20  percent  by 
weight  of  the  copoljTner  when  extracted 
for  6  hours  with  distilled  water  at  reflux 
temperature. 

(il)  Not  to  exceed  0.15  percent  by 
weight  of  the  copolymer  when  extracted 
for  6  hours  with  n-heptane  at  reflux 
temperature. 

(e)  Conditions  of  use.  (1)  The  poly¬ 
oxymethylene  copolymer  is  for  use  as 
articles  or  components  of  articles  in¬ 
tended  for  repeated  use. 

(2)  Use  temperature  shall  not  exceed 
250'  F. 

(3)  In  accordance  with  good  manufac¬ 
turing  practice,  finished  articles  contain¬ 
ing  polyoxymethylene  copolymer  shall 
be  thoroughly  cleansed  before  their  first 
use  in  contact  with  food. 

§  177.2480  Polyox>niclliyleno  Iiomopol- 
ymer. 

Polyoxymethylene  homopolymer  iden¬ 
tified  in  this  section  may  be  safely  used 
ds  articles  or  cwnponents  of  articles  in¬ 
tended  for  food-contact  use  in  accord¬ 
ance  with  the  following  prescribed  con¬ 
ditions: 

(a)  Identity.  For  the  purpose  of  this 
section,  polyoxymethylene  homopolymer 
is  polsmicrlzed  formaldehyde  [Cfiiemlcal 
Abstracts  Service  Registry  No.  9002-81- 
71.  Certain  optional  adjuvant  substances, 
described  in  paragraph  (b)  of  this  sec¬ 
tion,  may  be  added  to  impart  desired 
technological  properties  to  the  homo¬ 
polymer. 

(b)  Optional  adjuvant  substances.  The 
polyoxsonethylene  homopolymer  identi¬ 
fied  in  paragraph  (a)  of  this  section 
may  contain  optional  adjuvant  sub¬ 
stances  In  Its  production.  The  quantity 
of  any  optional  adjuvant  substance  em¬ 
ployed  in  the  production  of  the  homo¬ 
polymer  does  not  exceed  the  amount  rea¬ 
sonably  required  to  accomplish  the  In¬ 
tended  effect.  Such  adjuvants  may  in¬ 
clude  substances  generally  recognized  as 
safe  in  food,  substances  used  in  accord¬ 
ance  with  prior  sanction,  substances  per¬ 
mitted  under  applicable  regulations  in 
this  part,  and  the  following: 

(1)  Stabilizers  (total  amount  of  stabi¬ 
lizers  not  to  exceed  1.9  percent  and 
amount  of  any  (me  stabilizer  not  to  ex¬ 
ceed  0.5  percent,  except  that  Nylon  66/ 
610/6  terpolymer  may  be  used  up  to  1.5 
percent  of  homopol3rmer  by  weight) . 

(1)  2,2'  -  Met^lenebis(4  -  methyl-6- 
fcrf-butylfiienol) . 

(ii)  Nylon  66/610/6  terpolymer  (see 
§  177.1500  for  identification) . 

(ill)  Tetrakls  [methylene(3,5-dl-ferf- 
butyl  -  4  -  hydroxyhydrocinnamate)  ] 
methane. 
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(a)  Polyphenylene  sulfide  resins  con¬ 
sist  of  basic  resins  produced  by  the  re¬ 
action  of  equimolar  parts  of  p-dichloro- 
benzene  and  sodium  sulfide,  such  that 
the  finished  resins  meet  the  following 
specifications  as  determined  by  methods 
available  upon  request  from  the  Com- 
missiOTier  of  Food  and  Drugs. 

(1)  Sulfur  content:  28.2-29.1  percent 
by  weight  of  finished  resin. 

(2)  Minimum  inherent  viscosity:  0.13 
deciliters  per  gram. 

(3)  Maximum  residual  p-dichloroben- 
zene:0.8ppm. 

(b)  Subject  to  any  limitations  pre¬ 
scribed  in  Parts  170  through  189  of  this 
chapter,  the  following  optional  sub¬ 
stances  may  be  added  to  the  polyphenyl¬ 
ene  sulfide  basic  resins  in  an  amount 
not  to  exceed  that  reasonably  required  to 
accomplish  the  intended  physical  or 
technical  effect. 

(1)  Substances  generally  recognized 
as  safe  in  food. 

(2)  Substances  used  in  accordance 
with  prior  sartction  or  approval. 

(3)  Substances  the  use  of  which  is 
permitted  in  coatings  under  regulations 
in  Parts  170  through  189  of  this  chapter. 

(c)  The  finished  coatings  are  ther¬ 
mally  cured  at  temperatures  of  700"  P 
and  above. 

(d)  Polyirfienylene  sulfide  resin  coat¬ 
ings  may  be  used  in  contact  with  food 
at  twnperatures  not  to  exceed  the  boil¬ 
ing  point  of  water;  provided  that  the  fin¬ 
ished  cured  coating,  when  extracted  at 
refiux  temperatures  for  8  hours  sepa¬ 
rately  with  distilled  water,  50  percent 
ethanol  in  water,  and  3  percent  acetic 
acid,  yields  total  extractives  in  each  ex¬ 
tracting  solvent  not  to  exceed  0.02  milli¬ 
gram  per  square  inch  of  surface  and 
when  extracted  at  refiux  temperature  for 
8  hours  with  heptane  yields  total  extrac¬ 
tives  not  to  exceed  0.1  milligram  per 
square  inch  of  surface. 


(e)  Polyphenylene  sulfide  resin  coat¬ 
ings  containing  perfluorocarbon  resins 
complying  with  §  177.1550  may  be  used  in 
contact  with  food  at  temperatures  up  to 
and  including  normal  baking  and  frying 
temperatures;  provided  that  the  finished 
cured  coating,  when  extracted  at  refiux 
temperatures  for  2  hours  separately  with 
distilled  water,  50  percent  ethanol  in 
water,  3  percent  acetic  acid  and  heptane, 
yields  total  extractives  in  each  extract¬ 
ing  solvent  not  to  exceed  0.2  milligram 
per  square  inch  of  surface  and  when  ex¬ 
tracted  at  refiux  temperature  for  1  hour 
with  diphenyl  ether  yields  total  extrac¬ 
tives  not  to  exceed  4.5  milligrams  per 
square  inch  of  surface. 

§  1 77.2500  Polysulfone  resins. 

Polysulfone  resins  identified  in  para¬ 
graph  (a)  of  this  section  may  be  safely 
used  as  articles  or  components  of  articles 
intended  for  repeated  use  in  contact  with 
food,  in  accordance  with  the  following 
prescribed  conditions; 

(a)  For  the  purpose  of  this  section, 
polysulfone  resins  (poly(oxy-p-phen- 
ylenesulfonyl  -  p  -  phMiyleneoxy  -  p  - 
phenyleneisopropylidene  -  p  -  phen- 
ylene)  resins)  consist  of  basic  resins 
produced  when  the  disodium  salt  of  4,4'- 
isopropylidenediphenol  is  made  to  react 
with  4.4'-dichlorodiphenyl  sulfone  such 
that  the  finished  resins  have  a  minimum 
number  average  molecular  weight  of 
24,000,  as  determined  by  osmotic  pressiu'e 
in  monochlordaenzene. 

(b)  The  basic  polysulfone  resins  iden¬ 
tified  in  paragraph  (a)  of  this  section 
may  contain  optional  adjuvant  sub¬ 
stances  required  in  the  production  of 
such  basic  resins.  Hie  optional  adjuvant 
substances  required  in  the  production  of 
the  basic  polsrsulfone  resins  may  include 
substances  described  in  §  174.5(d)  of 
this  chapter  and  the  following: 


(2)  Lubricant.  7y7.1V'-Distearoylethyl- 
enediamine. 

(3)  Molding  assistant.  Polyethylene 
glycol  6,000. 

(c)  Specifications.  (1)  Polyoxymethyl- 
ene  homooolymer  can  be  identified  by 
its  characteristic  infrared  spectrum. 

(2)  Minimum  number  average  molecu¬ 
lar  weight  of  the  homopolsrmer  is  25.000. 

(3)  ^Density  of  the  homopolymer  is 
between  1.39  and  1.14  as  determined  by 
ASTM  Method  D1505.* 

(4)  Melting  point  is  between  172*  C 
and  184*  C  as  determined  by  ASTM 
Method  D2133.‘' 

(d)  Extractive  limitations.  (1)  Poly- 
oxymethylene  homopolymer,  in  the  fin¬ 
ished  form  which  is  to  contact  food, 
when  extracted  with  the  solvent  or  solv¬ 
ents  characterizing  the  type  of  food  and 
under  conditions  of  time  and  tempera¬ 
ture  characterizing  the  conditions  of  in¬ 
tended  use  under  paragraphs  (c)  (3)  and 
(d)  of  §  175.300  of  this  chapter  and  as 
limited  by  paragraph  (e)  of  this  section, 
shall  yield  net  chloroform-soluble  ex¬ 
tractives  not  to  exceed  0.5  milligram  per 
square  inch  of  food -contact  suiiace. 

(2)  Polyoxyrmethylene  homopolymer, 
with  or  without  the  optional  adjuvant 
substances  described  in  paragraph  (b) 
of  this  section,  when  ground  or  cut  into 
particles  that  pass  through  a  U.S.A. 
Standard  Sieve  No.  6  and  that  are  re¬ 
tained  on  9.  U  S  A.  Standard  Sieve  No.  10, 
shall  yield  extractives  as  follows; 

(1)  Pormaldehvde  not  to  exceed  0.0050 
percent  by  weight  of  homopolvmer  as  de¬ 
termined  by  a  method  available  uoon  re¬ 
quest  from  the  Food  and  Drug  Adminis¬ 
tration.  Bureau  of  FVxxls,  Division  of 
Pood  and  Color  Additives  (HPP-330), 
200  C  St.  SW.,  Washington.  DC  20204. 

(ii)  Total  extractives  not  to  exceed 
0.20  percent  by  weight  of  homopolymer 
when  extracted  for  6  hours  with  distilled 
water  at  refiux  temoerature  and  0.15 
percent  by  weight  of  homopolymer  when 
extracted  for  6  hours  with  n-heptane 
at  refiux  temperature. 

(e)  Conditions  of  use.  (1)  Polyoxy- 
methylene  homopolymer  is  for  use  as 
articles  or  components  of  articles  in¬ 
tended  for  repeated  use. 

(2)  Use  temperatures  shall  not  exceed 
160"  F  and  pH  of  aqueous  foods  in  con¬ 
tact  with  the  homopolymer  shall  be  be¬ 
tween  4  and  9. 

(3)  In  accordance  with  good  manu¬ 
facturing  practice,  finished  articles  con¬ 
taining  polyoxymethylene  homopolsmer 
shall  be  thoroughly  cleansed  prior  to  first 
use  in  contact  writh  food. 

§  177.2490  Polyphenyirar  sulfidr  rrsins. 

Polyphenylene  sulfide  resins  (poly  (1,4- 
phenylene  sulfide)  resins)  may  be  safely 
used  as  coatings  or  components  of  coat¬ 
ings  of  articles  intended  for  repeated  use 
in  contact  with  food,  in  accordance  wdth 
the  following  prescribed  conditions. 


>  Copies  may  be  obtained  from:  Division  of 
Nutrition  (HFP-260).  Bureau  of  Foods,  Food 
and  Drug  Administration,  200  C  Street  SW., 
Washington,  D.C.  30204. 

‘Copies  may  be  obtained  from:  American 
Society  feu*  Testing  and  Materials,  1916  Race 
Street.  Philadelphia.  PA  10103. 


Lilt  of  rubitaneei 
Pimethyl  sulfoxide . 

Monochlorobenrene . 


(c)  The  finished  food-contact  article, 
when  extracted  at  refiux  temperatures 
for  8  hours  with  the  solvents  distilled 
water,  50  percent  (by  volume)  ethyl  al¬ 
cohol  in  distilled  water,  3  percent  acetic 
acid  in  distilled  water,  and  n-heptane. 
yields  total  extractives  in  each  extract¬ 
ing  solvent  not  to  exceed  0.05  milligram 
per  square  inch  of  food-contact  surface. 
(Note:  In  testing  the  finished  food- 
contact  article,  use  a  separate  test  sam¬ 
ple  for  each  required  extracting  solvent.) 

(d)  In  accordance  with  good  manu¬ 
facturing  practice,  finished  food-contact 
articles  containing  the  polysulfone  resins 
shall  be  thoroughly  cleansed  prior  to 
their  first  use  in  contact  with  food. 

§  177.2510  Polyvinylidrne  fluoride  res¬ 
ins. 

Polyvinylidene  fluoride  resins  may  be 
safely  used  as  articles  or  components  of 
articles  intended  for  repeated  use  In 
contact  with  food,  in  accordance  with 
the  following  prescribed  conditions: 


LimUationi 

Not  to  rxe««d  50  p.p.m.  as  irsidual  solvent  in  finished 
basic  resin. 

Not  to  exceed  500  p.p.m.  as  residual  solvent  in  finished 
basic  resin. 


(a)  For  the  pun>ose  of  this  section,  the 
(iolyvinylidene  fluoride  resins  consist  of 
basic  resins  produced  by  the  p<rfymerlza- 
tion  of  vinylidene  fluoride. 

(b)  The  finished  food -contact  article, 
when  extracted  at  reflux  temperatures 
for  2  hours  with  the  solvents  distilled 
water,  50  percent  (by  volume)  ethyl  alco¬ 
hol  in  distilled  water,  and  n-heptane, 
yields  total  extractives  in  each  extract¬ 
ing  solvent  not  to  exceed  0.01  milligram 
per  square  inch  of  food-contact  surface 
tested;  and  if  the  finished  food-contact 
article  is  itself  the  subject  of  a  regulation 
in  Parts  174. 175, 176, 177, 178  and  §  179.- 
45  of  this  chapter,  it  shall  also  comply 
with  any  specifications  and  limitations 
prescribed  for  it  by  that  regulation. 
iNote:  In  testing  the  flnished_  food- 
contact  article,  use  a  separate  test  sam¬ 
ple  for  each  required  extracting  solvent.) 

(c)  In  accordance  with  good  manu¬ 
facturing  practice,  finished  food-contact 
articles  containing  the  polyvinylidene 
fluoride  resins  shall  be  thoroughly 


FiDERAL  REGISTER,  VOl.  47,  NO.  50 — TUESDAY,  MARCH  15,  1977 


14606 

cleansed  prior  to  their  first  use  in  con¬ 
tact  with  food. 

§  177.2600  Rubber  articles  intended  for 
repeated  use. 

Rubber  articles  intended  for  repeated 
use  may  be  safely  used  in  producing, 
manufacturing,  packing,  processing, 
preparing,  treating,  packaging,  trans¬ 
porting,  or  holding  food,  subject  to  the 
provisions  of  this  section. 

(a)  The  rubber  articles  are  prepared 
from  natural  and/or  synthetic  polymers 
and  adjuvant  substances  as  described  in 
paragraph  (c)  of  this  section. 

(b)  l^e  quantity  of  any  substance  em¬ 
ployed  in  the  production  of  rubber  arti¬ 
cles  intended  for  repeated  use  shall  not 
exceed  the  amount  reasonably  required 
to  accomplish  the  intended  effect  in  the 
rubber  article  and  shall  not  be  intended 
to  accomplish  any  effect  in  food. 

(c)  Substances  employed  in  the  prep¬ 
aration  of  rubber  articles  include  the 
following,  subject  to  any  limitations  pre¬ 
scribed; 

( 1 )  Substances  generally  recognized  as 
safe  for  use  in  food  or  food  packaging. 

(2)  Substances  used  in  accordance 
with  the  provisions  of  a  prior  sanction 
or  approval. 

(3)  Substances  that  by  regulation  in 
Parfts  170  through  189  of  this  chapter 
may  be  safely  used  in  rubber  articles, 
subject  to  the  provisions  of  such  regula¬ 
tion. 

(4)  Substances  identified  in  this  para¬ 
graph  (c)(4),  provided  that  any  sub- 
stance'that  is  the  subject  of  a  regulation 
in  Parts  174, 175, 176,  177, 178  and  §  179.- 
45  of  this  chapter  conforms  with  any 
specification  in  such  regulation. 

(i)  Elastomers. 

Acrylonltrlle-butadlenc  copolymer. 

Butadlene-acrylonltrlle-ethylene  glycol  dl- 
methacrylate  copolymers  containing  not 
more  than  5  weight  percent  of  polymer 
units  derived  from  ethylene  glycol  dl- 
methacrylate. 

Butadlene-acrylonltrlle-methacryllc  acid 
copolymer. 

Butadlene-styrene-methacryllc  acid  co¬ 
polymer. 

Chloroprene  polymers. 

Cblorotrlfluoroethylene-vlnylldene  fluoride 
copolymer. 

Ethylene-propylene  copolymer  elastomers 
which  may  contain  not  more  than  5 
weight-percent  of  total  polymer  units  de¬ 
rived  from  6-methylene-2-norhornene 
and/or  5-ethylldlne-2-norhornene. 

Ethylene-propylene-dlcyclopentadlene  co¬ 
polymer. 

Ethylene-propylene-l .4-hexadlene  copoly¬ 
mers  containing  no  more  than  8  weight 
percent  of  total  polymer  units  derived 
from  1, 4-hexadlene. 

Isohutylene-lsoprene  copolymer. 

Polyhutadlene. 

Polylsoprene. 

Polyurethane  resins  derived  from  reactions 
of  dlphenylmethane  dllsocyanate  with 
adipic  acid  and  1,4-hutanedlol. 

Rubber,  nattual. 

Silicone  basic  polymers  as  described  in 
ASTM  D-1418-61T; 

Silicone  (SI)  elastomers  containing 
methyl  groups. 

Silicone  (Psl)  elastomers  containing 
methyl  and  phenyl  groups. 

SUlcone  (Vsl)  elastomers  containing 
methyl  and  vinyl  groups. 
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silicone  (Fsl)  elastomers  containing 
methyl  and  fluorine  groups. 

Silicone  (PVsi)  elastomers  containing 
phenyl,  methyl,  and  vinyl  groups. 

styrene-butadiene  copolymer. 

Vlnylldene  fluoride-hexafluoropropylene  co¬ 
polymers  (minimum  number  average 
molecular  weight  70,000  as  determined  by 
osmotic  pressure  in  methyl  ethyl 
ketone). 

Vlnylldene  fluoride  -  hexafluoropropylene- 
tctrafluoroethylene  copolymers  (mini¬ 
mum  number  average  molecular  weight 
100,000  as  determined  by  osmotic  pres¬ 
sure  in  methyl  ethyl  ketone). 

(ii)  Vulcanization  materials — (a)  Vul¬ 
canizing  agents. 

4,4’-Bls(amlnocyclohexyl)  methane  carba¬ 

mate  for  use  only  as  cross-linking  agent 
in  the  vulcanization  of  vlnylldene  fluo- 
rldehexafluoropropylene  copolymer  and 
vlnylldene  fluoride-hexafluoropropylene- 
tetrafluoroethylene  copolymer  elastomers 
Identified  under  paragraph  (c)(4)(i)  of 
this  section  and  limited  to  use  at  levels 
not  to  exceed  2.4  percent  by  weight  of 
such  copolymers. 

Hexamethylenedlamine  carbamate  for  use 
only  as  cross-linking  agent  in  the  vul¬ 
canization  of  vlnylldene  fluorlde-hexa- 
fluoropropylene  copoljrmer  and  vlnyll¬ 
dene  fluoride-hexafluoropropylene-tetra- 
fluoroethylene  copolymer  elastomers 
Identified  under  paragraph  (c)(4)(l)  of 
this  section  and  limited  to  use  at  levels 
not  to  exceed  1.5  percent  by  weight  of 
such  copolymers. 

Sulfur,  ground. 

(b)  Accelerators  {total  not  to  exceed 
1.5  percent  by  weight  of  rubber  product). 

2-Benzothlazyl  -  JV,fi(-dlethylthlocarbamyl- 
sulfide. 

Benzoyl  peroxide. 

1,3  -  Bls(2-benzothiazolylmercaptomethyl) 
urea. 

N-tert-Butyl-2-benzothiazole  sulfenamlde 

Butyraldehyde-anillne  resin  (iodine  num¬ 
ber  670-705). 

Carbon  disulfide  -  1,1' •  metbylenediplperl- 
dlne  reaction  product. 

Copper  dimetbyldithlocarbamate. 

lV-Cyclohexyl-2-benzothlazole  sulfenamlde 

Dibenzoyl -p-qulnone  dioxlme. 

Dibenzykunlne. ' 

Dl-icrf-butyl  peroxide. 

Dlbutyl  xanthogen  disulfide. 

2.4-Dlchlorobenzoyl  peroxide. 

Dlcrunyl  peroxide. 

N,Ar-DlmethylcyclDhexylamlne  salt  of  dlbu- 
tyldlthlocarbamlc  acid. 

2,6-Dimethylmorpholine  thlobenzothlazol. 

Dipentamethylenethiuram  tetrasulfide. 

Diphenylguanldine. 

Diphenvlguanidlne  phthalate. 

1 .3-Dlphenyl-2-thlourea. 

2,2’-Dithlobis[benzothiazole] . 

4,4'-Dlthiodlmorphollne. 

A(.W'-Dl-o-tolylguanldlne. 

Dl-o-tolylguanldlne  salt  of  pyrocatechol- 
borate. 

Ethylenediamlne  carbamate. 

Heptaldehvde-anillne  resin  (Iodine  num¬ 
ber  430--445) . 

Hexamethylenetetramine. 

2-Mercaptobenzothiazole 

2-Mercaptothiazollne 

A(-Oxydiethylene  -  benzothiazole-2-sulfen- 
amide. 

Piperidinlum  pentamethylenedithiocarba- 
mate. 

Potassium  pentamethylenedithlocarba- 
mate. 

p-Qulnone  dioxlme. 

Sodium  dlbutyldlthlocarbamate. 

Sodium  dlmethyldithiocarbamate. 


Stannous  oleate  for  use  only  as  an  acceler¬ 
ator  for  silicone  elastomers. 

Tetrabutylthluram  monosulflde. 
Tetraethylthiuram  disulfide. 

(1,  1,  4,  4-Tetramethyltetramethylene)bls 
I f erf-butyl  peroxide]. 

Tetramethylthiuram  monosulflde. 

Thiram  (tetramethylthiuram  disulflde). 

Trlallyl  cyanurate. 

Trlethylenetetramlne.  ; 

1,3.5-Trlethyl-hexahydro-s-trlaxlne  (trl- 
ethyltrlmethylenetrlamine) . 
Trlphenylguanidine.  i 

Zinc  butyl  xanathate.  j 

Zinc  dlbenzyl  dithiocarbamate. 

Zinc  dlbutyldlthlocarbamate. 

Zinc  dlethyldlthlocarbamate. 

Zinc  2-mercaptobenzothlazole. 

Zlram  (zinc  dlmethyldithiocarbamate) 

(c)  Retarders  {total  not  to  exceed  10 
percent  of  weight  of  rubber  product). 

Cyanoguanldine. 

Phthallc  anhydride. 

Salicylic  acid. 

(d)  Activators  {total  not  to  exceed  5 
percent  by  weight  of  rubber  product  ex¬ 
cept  magnesium  oxide  may  be  used  at 
higher  levels). 

Diethyl  amine. 

Fatty  acid  amines,  mixed. 

Fatty  acids. 

Magnesium  carbonate. 

Magnesium  oxide,  light  and  heavy. 

Oleic  acid,  dlbutylamlne  salt  (dlbutylam- 
monlum  oleate). 

Stannous  chloride. 

Tall  oil  fatty  acids. 

Tetrachloro-p-benzoqulnone 

Triethanolamine 

Zinc  salts  of  fatty  Mlds. 

(iii)  Antioxidants  and  antiozonants 
{total  not  to  exceed  5  percent  by  weight 
of  rubber  product) . 

Aldol-a-naphthylamlne. 

Alkylated  (C,  and/or  C.)  phenols. 

BHT  (butylated  hydroxytoluene) . 

Butylated,  styrenated  cresols  Identified  In 
$  178.2010(b)  of  this  chanter. 
4.4'-Butylldlnebls(6-ferf-butyl-m  -  cresol) 

N  -  Cyclohexyl-W'  -  phenylphenylenedla- 
mlne 

p.p'  -Dlamlnodlphenylmethane. 

2.5-Dl-fcrf-amylhydroaulnone. 
Diaryl-p-phenylenedlamlne,  where  the  aryl 
group  may  be  phenyl,  tolyl,  or  zylyl. 

2.6- Dl-farf-butyl-p-phenylphenol. 

1.2- Dihydro-2,2,4  -  trlmethyl  -  6-dodecyl- 
quinoline. 

1.2- Dlhydro-2,2,4  -  trlmethyl  -  6  -  ethoxy- 
qulnollne. 

l,2-Dlhydro-2,2,4  -  trlmethyl  -  6  -  phenyl- 
quinoline. 

4,4'-Dlmethoxydlphenylamlne.  , 

4.6- Dlnonyl-o-cresol. 
Af,N'-Dloctyl-p-phenylenediamlne. 
Diphenylamine-acetone  resin. 

Diphenylamlne  -  acetone  -  formaldehyde 

resin. 

Ar.Af'-Diphenylethylenedlamlne. 
Af.Af'-Dlsallcylalpropylenedl  amine. 
W,Af'-Dl-o-tolylethylenedlamlne. 

Hydroquinone  monobenzyl  ether. 
Isopropoxydiphenylamine. 

N  -  Isopropyl-A('-phenyl-p-phenylenedla- 
mine. 

2,2'  -  Methylenebl8(6  -  ferf-butyl-4-ethyl- 
phenol ) . 

2,2'  -  Methylenebls(4  -  methyl  -  6  -  tert- 
butylphenol). 

241'-Methylenebis(4-methyl  -  6  -  nonylphe- 
nol). 

2,2'  -  Methylenebis(4  -  methyl  -  6  -  tert- 
octylphenol). 

Monooctyl-  and  dioctyldlphenylamlne. 
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W^'-Dl-/J-naphthyl-p-phenylenedlamlne. 

Phenyl-a-naphthylamlne. 

Phenyl-^-naphtbylamlne. 

Phenyl-/J-naphthylamlne-acetone  aromatic 
amine  resin  (average  molecular  weight 
600;  nitrogen  content  5.3  percent). 

o-  and  p-Phenylphenol. 

;  Polybutylated  (mixture)  4,4'-l8opropyl- 
I  Idenedlphenol. 

■  Sodium  pentachloropbenate. 

Styrenated  cresols  produced  when  2  moles 
1  of  styrene  are  made  to  react  with  1  mole 

f  of  a  mixture  of  phenol  and  o-,  m-,  and  p- 

1  cresols  so  that  the  final  product  has  a 

I  Brookfield  viscosity  at  25”  C  of  1400  to 

I  1700  centlpolses. 

}  Styrenated  phenol. 

4,4’-Thlobl8  (6-fert-butyl-Tn-cresol) . 

I  Toluene-2,4-dlamlne. 

N-o-Tolyl-W'-phenyl-p-phenylenedlamlne. 

.  p  ( p-Tolylsulf  anllamlde )  dlphenylamlne. 

’  Trl(  mixed  mono-  and  dlnonylphenyl ) 
phosphite. 

Trl(nonylphenyl)  phosphite-formaldehyde 
resins  produced  when  1  mole  of  trl(non- 
ylphenyl)  phosphite  Is  made  to  react 
with  1.4  moles  of  formaldehyde  or  pro¬ 
duced  when  1  mole  of  nonylphenol  Is 
made  to  react  with  0.36  mole  of  formal¬ 
dehyde  and  the  reaction  product  Is  then 
further  reacted  with  0.33  mole  of  phos¬ 
phorus  trichloride.  The  finished  resins 
have  a  minimum  viscosity  of  20,000  cen- 
tlpoises  at  25*  C,  as  determined  by  LV- 
serles  Brookfield  viscometer  (or  equiva¬ 
lent)  using  a  No.  4  spindle  at  12  r.p.m., 
and  have  an  organic  phosphorus  content 
of  4.05  to  4.15  percent  by  weight. 

(iv)  Plasticizers  (total  not  to  exceed 
30  percent  by  weight  of  rubber  product). 

n-Amyl  n-decyl  phthaiate. 

Butylacetyl  rlclnoleate. 

n-Butyl  ester  of  tall  oil  fatty  acids. 

Butyl  laurate. 

Butyl  oleate. 

Butyl  stearate. 

Calcium  stearate. 

Castor  oil. 

Coumarone-lndene  resins. 

2,2'-Dlbenzamldodlphenyl  disulfide. 

Dlbenzyl  adipate. 

Dibutoxyethoxyethyl  adipate. 

Dlbutyl  phthaiate. 

Dlbutyl  sebacate. 

Dldecyl  adipate. 

Dldecyl  phthaiate. 

Dllsodecyl  adipate. 

Dllsodecyl  phthaiate. 

Dllsooctyl  adipate. 

Dllsooctyl  sebacate. 

Dloctyl  adipate. 

Dloctyl  phthaiate. 

Dloctyl  sebacate. 

Dlpentene  resin. 

Diphenyl  ketone. 

Fatty  acids.  , 

Fatty  acids,  hydrogenated. 

Isooctyl  ester  of  tall  oil  fatty  acids. 

Lanolin. 

o-Methylstirrene-vlnyltholuene  copolymer 
resins  (molar  ratio  1  a-methylstyrene  to 
3  vinyl  toluene). 

Mineral  oil. 

Montan  wax. 

n-Octyl  n-decyl  adipate. 

n-Octyl  n-decyl  phthaiate. 

Petrolatum. 

Petroleum  hydrocarbon  resin  (cyclopen- 
tadiene  type),  hydrogenated. 

Petroleum  hydrocarbon  resin  (produced  by 
the  homo-  and  copolymerization  of 
dienes  and  olefins  of  the  aliphatic,  all- 
cyclic.  and  monobenzenoid  arylalkene 
types  from  distillates  of  cracked  petro¬ 
leum  stocks.) 


Petroleum  hydrocarbon  resin  (produced  by 
the  catalytic  polymerization  and  subse¬ 
quent  hydrogenation  of  styrene,  vinyl- 
toluene,  and  Indene  tjrpes  from  distil¬ 
lates  of  cracked  petroleum  stocks). 

Petroleum  oil,  sulfonated. 

Phenol -formaldehyde  resin. 

Pine  tar. 

Polybutene. 

Polystyrene. 

Propylene  glycol. 

n-Propyl  ester  of  tall  oil  fatty  acids. 

Rapeseed  oil  vulcanized  with  rubber  mak¬ 
er's  sulfur. 

Rosins  and  rosin  derivatives  Identified  in 
{  175. 105(c)  (5)  of  this  chapter. 

Soybean  oil  vulcanized  with  rubber  mak¬ 
ers’  sulfur. 

Styrene-acrylonltrlle  copolymer. 

Terpene  resins. 

Triethylene  glycol  dlcaprate. 

Triethylene  glycol  dicaprylate. 

Waxes,  (jetroleum. 

Xylene  (or  toluene)  alkylated  with  dlcyclo- 
pentadlene. 

Zinc  2-benzamldothlophenate. 

(V)  Fillers, 

Aluminum  hydroxide. 

Aluminum  silicate. 

Asbestos  fiber,  chrysotile  or  crocldolite. 

Barium  sulfate. 

Carbon  black  (channel  process  or  furnace 
combustion  process;  total  carbon  black 
not  to  exceed  50  percent  by  weight  of 
rubber  product;  furnace  combustion 
black  content  not  to  exceed  10  percent 
by  weight  of  rubber  products  Intended 
for  use  In'  contact  with  milk  or  edible 
oils). 

Cork. 

Cotton  (floe,  fibers,  fabric). 

Mica. 

Nylon  (floe,  fibers,  fabric). 

Silica. 

Titanium  dloKlde. 

Zinc  carbonate. 

Zinc  sulfide. 

(vl)  Colors  (total  not  to  exceed  10 
percent  by  weight  of  rubber  product) . 

Chrome  oxide  (Cr.O,). 

C.I.  pigment  red  38,  Cl.  No.  21120. 

Iron  oxide. 

Phthalocyanlne. 

Phthalocyanine  blue  (C.I.  pigment  blue 
15,  C.I.  No.  74160). 

Titanium  dioxide. 

Ultramarine  blue. 

Zinc  chromate. 

(vii)  Lubricants  (total  not  to  exceed  2 
percent  by  weight  of  rubber  product) . 

Polyethylene. 

Sodium  stearate. 

(viii)  Emulsifiers. 

Fatty  acid  salts,  sodium  or  potassium. 

Naphthalene  sulfonic  acid-formaldehyde 
condensate,  sodium  salt. 

Rosins  and  rosin -derivatives  Identified  In 
{  175.105(c)  (5)  of  this  chapter. 

Sodium  decylbenzenesulfonate. 

Sodium  dodecylbenzenesulfonate. 

Sodium  lauryl  sulfate. 

Tall  oil  mixed  soap  (calcium,  potassium, 
and  sodltim), 

(ix)  Miscellaneous  (total  not  to  ex¬ 
ceed  5  percent  by  weight  of  rubber  prod¬ 
uct). 

Animal  glue  as  described  in  {  178.3120  of 
this  chapter. 

Azodlcarbonamlde  as  chemical  blowing 
agent. 


2-Anthraqulnone  sulfonic  acid  sodium 
salt  for  tise  only  as  pc^ymerlzation  In¬ 
hibitor  In  chloroprene  polymers  and  not 
to  exceed  0.03  percent  by  weight  of  the 
chloroprene  polymers. 

n-Butyllithlum  for  use  only  as  polymeiiza- 
tlmi  catalyst  for  polybutadiene. 

4-tert-Butyl-o-thlocresol  as  peptizing 
agent. 

fert-Butyl  peracetate. 

p-  f  cr  t-Buty  Ipyrocatechol . 

Dlalkyl  (C,-C,,)  dlmethylammonlum  chlo¬ 
ride  for  use  only  as  a  flocculating  agent 
in  the  manufacture  of  silica. 

DU  and  triethanolamine. 

Diethyl  xanthogen  disulfide. 

Dodecyl  mercaptan  Isomers,  single  or 
mixed. 

2-Ethoxyethanol. 

Iodoform. 

p-Menthane  hydroperoxide. 

o-(p-Nonylphenyl)  -  omega  -  hydroxypoly 
(oxyethylene)  mixture  of  dlhydrogen 
phosphate  and  monohydrogen  phosphate 
esters,  barium  salt;  the  nonyl  g^roup  is  a 
propylene  tiimer  Isomer  and  the  poly 
(oxyethylene)  content  averages  9  moles; 
for  use  only  as  residual  polymerization 
emulsifier  at  levels  not  to  exceed  0.7  per¬ 
cent  by  weight  of  ethylene-propylene- 
1, 4- hexadiene  copolymers  Identified  un¬ 
der  paragraph  (c)(4)  (1)  of  this  section. 

4,4'-Oxybls(benzene8ulfonhydrazlde)  as 
chemical  blowing  agent. 

Phenothlazlne. 

Potas<lum  persulfate. 

Sodium  formaldehyde  sulfoxylate. 

Sodium  polysulflde. 

Sodium  nitrite. 

Sodium  salt  of  ethylenediamlne  tetraacetlc 
acid  and  glycine. 

Sodium  sulfide. 

Stvrene  monomer. 

Tall  oil. 

Thloxylenols  as  peptizing  agents. 

TTidecyl  mercaptan. 

Zinc  4-terf-butylthlophenate  as  peptizing 
agent. 

(d)  Rubber  articles  intended  for  use 
with  dry  food  are  so  formulated  and 
cured  under  conditions  of  good  manu¬ 
facturing  practice  as  to  be  suitable  for 
repeated  use. 

(e)  Rubber  articles  intended  for  re¬ 
peated  use  in  contact  with  aqueous  food 
shall  meet  the  following  specifications: 
The  food-contact  surface  of  the  rubber 
article  in  the  finished  form  in  which  it 
is  to  contact  food,  when  extracted  with 
distilled  water  at  reflux  temperature, 
shall  yield  total  extractives  not  to  exceed 
20  milligrams  per  square  inch  during  the 
first  7  hours  of  extractiim.  nor  to  exceed 
1  milligram  per  square  inch  during  the 
succeeding  2  hours  oi  extraction. 

(f)  Rubber  articles  intended  for  re¬ 
peated  use  in  contact  with  fatty  foods 
shall  meet  the  following  speciflcati<ms: 
The  food-contact  surface  of  the  rubber 
article  in  the  finished  form  in  which  it 
is  to  contact  food,  when  extracted  with 
n-hexane  at  reflux  temperature,  shall 
yield  total  extractives  not  to  exceed  175 
milligrams  per  square  inch  during  the 
first  7  hours  of  extraction,  nor  to  exceed 
4  milligrams  per  square  inch  during  the 
succeeding  2  hours  of  extraction. 

(g)  In  accordance  with  good  manu¬ 
facturing 'practice  finished  rubber  ar¬ 
ticles  intended  for  repeated  use  in  con¬ 
tact  with  food  shall  be  thoroughly 
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cleansed  prior  to  their  first  use  in  contact 
with  food. 

(h)  ITie  provisions  of  this  section  are 
not  applicable  to  rubber  nursing-bottle 
nipples. 

(i)  Acrylonitrile  copolymers  identified 
in  .this  section  shall  comply  with  the  pro¬ 
visions  of  S  180.22  of  this  chapter. 

'  §  177.2710  Styrene-divinylbcnzenc  ros¬ 
ins,  cross-linked. 

Styrene  -  divinylbenzene  cross  -  linked 
copolymer  resins  may  be  safely  used  as 
articles  or  components  of  articles  in¬ 
tended  for  repeated  use  in  producing, 
manufacturing,  packing,  processing,  pre¬ 
paring,  treating,  packaging,  transport¬ 
ing.  or  holding  food,  in  accordance  with 
the  following  prescribed  conditions: 

(a)  The  resins  are  produced  by  the 
copolymerization  of  styrene  with  divinyl¬ 
benzene. 

(b)  The  resins  meet  the  extractives 
limitations  prescribed  in  this  paragraph: 

( 1 )  The  resins  to  be  tested  are  ground 
or  cut  into  small  particles  that  will  pass 
through  a  U.S.  standard  sieve  No.  3  and 
that  will  be  held  on  a  U.S.  standard 
sieve  No.  20. 

(2)  A  100-gram  sample  of  the  resins, 
when  extracted  with  100  milliliters  of 
ethyl  acetate  at  reflux  temperature  for 
1  hour,  yields  total  extractives  not  to  ex¬ 
ceed  1  percent  by  weight  of  the  resins. 

(c)  In  accordance  with  good  manufac¬ 
turing  practice,  finished  articles  con¬ 
taining  the  resins  shall  be  thoroughly 
cleansed  prior  to  their  first  use  in  con¬ 
tact  with  food. 

§  177.2800  Textiles  and  textile  fibers. 

Textiles  and  textile  fibers  may  safely 
be  used  as  articles  or  component  of  ar¬ 
ticles  intended  for  use  in  producing, 
manufacturing,  packing,  processing, 
preparing,  treating,  packaging,  trans¬ 
porting,  or  holding  food,  subject  to  the 
provisions  of  this  section. 

(a)  The  textiles  and  textile  fibers  are 
prepared  from  one  or  more  of  the  fibers 
identified  in  paragraph  (d)  of  this  sec¬ 
tion  and  from  certain  other  adjuvant 
substances  required  in  the  production  of 
the  textiles  or  textile  fibers  or  added  to 
impart  desired  properties. 

(b)  The  quantity  of  any  adjuvant  sub¬ 
stance  employed  in  the  production  of 
textiles  or  textile  fibers  does  not  exceed 
the  amount  reasonably  required  to  ac¬ 
complish  the  intended  physical  or  tech¬ 
nical  effect  or  any  limitation  further 
provided. 

(c)  Any  substance  employed  In  the  pro¬ 
duction  of  textiles  or  textile  fibers  that 
is  the  subject  of  a  regulation  in  Parts 
174,  175,  176.  177,  178  and  8  179.45  of  this 
chapter  conforms  with  any  specification 
in  such  regulation. 

<d)  Substances  employed  in  the  pro¬ 
duction  of  or  added  to  textiles  and  textile 
fibers  may  include: 

(1)  Substances  generally  recognized  as 
safe  in  fopd. 

(2)  Substances  subject  to  prior  sanc¬ 
tion  or  approval  for  use  in  textiles  and 
textile  fibers  and  used  in  accordance  with 
such  sanction  or  approval. 


(3)  Substances  generally  recognized  as 
safe  for  use  in  cotton  and  cotUm  fabrics 
used  in  dry-food  packaging. 

(4)  Substances  that  by  regulation  in 
this  part  may  safely  be  used  in  the  pro¬ 
duction  of  or  as  a  component  of  textiles 


LUt  of  »ub$lanu$ 

(i)  Fibers: 

Cotton . 

Rayon . 

(ii)  Adjuvant  substances: 

Aluminum  stearate . 

4,4'-Bis  (4  -aniUrKhS-diethaiiiteiiiiie'cHiiasIn-Z-yli^ 
mino)-2,2'-stilbene-disuironic  acid,  diaodium 
salt. 

4,4'-Bis(4-anilino-6-methylethanolamine-<it-triaiin- 
2>ylamino)-2,2'-stiIbene-disuUonic  acid,  di¬ 
sodium  salt. 

Borax . 

Butyl-acetyl  ricinoleate . 

Di-/rrf-butyl  hydroquinone . 

Dimethylpolysiloxane . 

Ethylenediaminetetraaretic  acid,  sodium  salt . 

4-Ethyl-4-hexadecyl  morpholinium  ethyl  sulfate . 


Eugenol . 

Fats,  oils,  fatty  acids,  and  fatty  alcohols  derived  from 
castm-,  coconut,  cottonseed,  fish,  mtistardseed,  palm, 
peanut,  rapeseM,  ricebran,  soybean,  sperm,  and  tall 
oils  and  tallow. 

Fats,  oils,  fatty  acids,  and  fatty  alcohols  described  in  the 
preceding  item  reacted  with  one  or  more  of  the  following 
substances: 

fi-Butyl  and  isobutyl  alcohol . 

Diethylene  glycol . 

Diethanolamine . 

Glycerol . 

Hexylene  glycol  (2-methyl-2,4-penlanediol) . 

Hydrogen . 

Isopropyl  alcohol . 

Methyl  alcohoL . 

Oxygen . , . 

Polyethylene  glycol  (molecular  weight  4<K>— 3,(XW) _ 

Potassium  hydroxide . 

Propylene  glycol . 

Sodium  hydroxide . 

Sulfuric  acid . 

Formaldehyde _ ' . 

Glyceryl  mono-12-hydroxystearate . a . 

2-(9-Heptadecenyl)-l-[2-(IO-octadecenamido)ethyl]-24mld- 
azolinium  ethyl  sulfate. 

Hexylene  glycol  (2-methyl,2,4-pentanediol) . 

Isobutyl  alcohol . 

Isopropyl  alcohol . 

Koroeene . . . . . 

Methyl  ester  of  sulfated  ricebran  oil . 

Mineral  oil . 

Mono-  and  diisopropylated  ni-  and  p-cresols  (isothymol 
derivative). 

.^-Oleyl,  Af'-acetyl,  N'-(J4iydroxy-ethylenediamine . 

Petrolatum . . . 

Petroleum  sulfonate.. . . . 

Pine  oil . . . 

Polybutene,  hydrogenated;  complying  with  the  Identity 
prescribed  under  f  178.3740(b)  of  this  chapter. 

Polyethylene,  oxidized  (air  blown) . 

Polyethylene  tcrephthalate  comphing  in  composition 
with  the  provisions  of  f  177.1630(d)(4)(i). 

Polyvinyl  acetate . . 

Polyvinyl  alcohol . 

Potassium  soap  of  a  saponified  sulfated  ca.stor  oil . 

Sodium  bls(2,(i-dimethylheptyl-4)  sulfosuccinate . 

Sodium  dioctyl  sulfosuccinate . 

Sodium  dodecyl  bcnzenesulfonate . - 

Sodium  fluoride . 

Sodium  hydrosulfite . 

Sodium  hypochlorite . . . 

Sodium  lauryl  sulfate . 

Sodium  2-mercaptobenxothiazole . 

Sodium  pentachlorophenatt . 

St>Tene-nut8dlene  copolymer . 

Sidfated  butyl.  Isobutyl  and  propyl  oleate . 


(e)  Textile  and  textile  fibers  are  used 
as  articles  or  components  of  articles  that 
contact  dry  food  only. 

(f)  The  provisions  of  this  section  are 
not  applicable  to  jute  fibers  used  as  pre¬ 
scribed  by  §  178.3620(d)  (2)  of  this  chap¬ 
ter. 


or  textile  fibers  and  subject  to  provisions 
of  such  regulation. 

(5)  Substances  identified  in  this  para¬ 
graph  (d)  (5) .  subject  to  such  limitations 
as  are  provided: 


Limitation 


For  use  only  as  a  lubricant  in  the  manufacture  of  poly¬ 
ethylene  tcrephthalate  fibers  specified  in  paragraph 
(c)(5)(i)  of  this  section  at  a  level  not  to  exceed  0.03 
percent  by  weight  of  the  finished  fibers. 


For  use  only  at  a  level  not  to  exceed  0.15  percent  by 
weight  of  finished  fibers. 


For  use  oi  ly  at  a  level  not  to  exceed  0.15  percent  by 
weight  of  finished  fibers. 

For  use  only  in  the  manufacture  of  items  for  repeated 
use. 


For  use  as  preservative  only. 


For  use  as  preservative  only. 
Do. 


§  177.2910  Ultra-filtration  membranes. 

Ultra-filtration  membranes  identified 
in  paragraph  (a)  of  this  section  may  be 
safely  used  in  the  processing  of  food, 
under  the  following  prescribed  condi¬ 
tions: 

(a)  TTie  ultra-filtration  membrane 


Tallow,  sulfonated 
Titanium  dioxide. 
Triethanolamine.. 
Ultramarine  blue. 
Waxes,  petroleum. 
Zinc  hydrosulfile.. 


For  use  as  colorant  only. 


For  use  as  preservative  only. 


For  use  as  preservaUve  only. 
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consists  of  paper  impregnated  with  cured 
f^enol-formaldehyde  resin,  which  is 
used  as  a  support  and  is  coated  with  a 
vinyl  chloride-acrylonitrile  copolymer. 

(b)  Any  substance  employed  in  the 
production  of  ultra-filtration  membranes 
that  is  the  subject  of  a  regulation  in 
Parts  174,  175,  176,  177,  178  and  §  179.45 
of  this  chapter  conforms  with  the  spec¬ 
ifications  of  such  regulation. 

(c)  UHra-filtration  membranes  are 
used  in  the  physical  separation  of  dis¬ 
solved  or  colloidally  suspended  varying 
molecular  size  components  of  liquids 
during  the  cmnmercial  processing  of  bulk 
quantities  of  food. 

(d)  Ultra-filtration  membranes  shall 
be  maintained  to  a  sanitary  manner  to 
accordance  with  good  manufacturing 
practice  so  as  to  prevent  potential  micro¬ 
bial  adulteration  of  the  food. 

(e)  To  assure  safe  use  of  the  ultra¬ 
filtration  membranes,  the  label  or  label¬ 
ing  shall  include  adequate  directions  for 
a  pre-use  treatment,  consisting  of  con¬ 
ditioning  and  washing  with  a  minimum 
of  8  gallons  of  potable  water  prior  to 
their  first  use  in  ccmtact  with  food. 

(f )  Acrylonitrile  copolymers  identified 
to  this  section  shall  comply  with  the 
provisions  of  9  180.22  of  this  chapter. 

(Secs.  201(8),  402,  409.  701(a).  52  Stat.  1040- 
1047  as  amended,  1055,  72  Stat.  1784-1788 
(21  UJ3.C.  321(8),  342,  348,  371(a))) 


PART  178— INDIRECT  FOOD  ADDITIVES: 
ADJUVANTS.  PRODUCTION  AIDS,  AND 
SANITIZERS 

Swbpart  A — [Re*erved] 

Subpart  B — Substartces  Utilized  To  Control  tha 
Growth  of  Microorganisms 

Sec. 

178.1010  Sanitizing  solutions. 

Subpart  C — Antioxidants  and  Stabilizers 

178.2010  Antioxidants  and/or  stabilizers  for 
polirmers. 

178.2550  4-Hydroxymethyl-2,  6-dl-tcrf- 
butylphenol. 

178.2650  Ootyltln  stabilizers  In  vinyl  chlo¬ 
ride  plastics. 

Subpart  D — Certain  Adfuvants  and  Production 
AMs 

178.3010  Adjuvant  substances  used  In  the 
manufacture  of  focuned  polysty¬ 
rene. 

178.3120  Animal  glue. 

178.3130  Antistatic  and/or  antlfogglng 

agents  In  food-packaging  mate¬ 
rials. 

178.3280  Castor  oil.  hydrogenated. 

178.3290  Chromic  chloride  complexes. 

178.3300  Corrosion  Inhibitors  used  for  steel 
or  tinplate. 

178.3400  Emulslflers  and/or  surface-active 
agents. 

178.3450  Esters  of  stearic  and  palmitic 
acids. 

178.3480  Flatty  alcohols,  synthetic. 

178.3600  Glycerin,  synthetic. 

178.3520  Industrial  starch-modlfled. 

178.3530  Isoparaffinic  petroleum  hydrocar¬ 
bons,  synthetic. 

178.3550  Kaolin-modified. 

178.3570  Lubricants  with  incidental  food 
contact. 

178.3600  Methyl  glucoslde-coconut  oil  ester. 

178.3610  a-Methylstyrene-vlnyltoluene  res¬ 
ins,  hydrogenated. 

178.3620  Mineral  oU. 

178.3650  Odorless  light  petroleum  hydro¬ 
carbons. 


Sec. 

178.3700  Petrolatum. 

178.3710  Petroleum  wax. 

178.3720  Petroleum  wax,  synthetic. 

178.3730  Plperonyl  butoxlde  and  pyrethrlns 
as  components  of  bags. 

178.3740  Plasticizers  In  polymeric  sub¬ 
stances. 

178  3750  Polyethylene  glycol  (mean  molec¬ 
ular  weight  200-9,  500) . 

178.3760  Polyethylene  glycol  (400)  mono- 
laurate. 

178.3770  Polyhydrlc  alcohol  dlesters  of  oxi¬ 
datively  refined  (Gersthoffen 
process)  montan  wax  acids. 
178.3780  Polyhydrlc  alcohol  esters  of  long 
chain  monobasic  acids. 

178.3790  Polymer  modifiers  In  semirigid 
and  rigid  vinyl  chloride  plastics. 
178.3800  Preservatives  for  wood. 

178.3850  Reinforced  wax. 

178.3860  Release  agents. 

178.3870  Rosins  and  rosin  derivatives. 
178.3900  Sodium  pentachlorophenate. 
178.3910  Surface  lubricants  used  In  the 
manufacture  of  metallic  articles. 
178  3930  Terpene  resins. 

178.3940  Tetraethylene  glycol  dl-(2-ethyl- 
hexoate). 

178.3950  Tetrahydrofuran. 

178.3970  Ultramarine  blue. 

Authokitt:  Secs.  409,  701,  52  Stat.  1055- 
1056  as  amended,  72  Stat.  1785-1788  as 
amended  (21  UA.C.  348,  371),  imless  other¬ 
wise  noted. 

Subpart  A — [Reserved] 

Subpart  B — Substances  Utilized  To 
Control  the  Growth  of  Microorganisms 

§  178,1010  Sanitizing  solutions. 

Sanitizing  solutions  may  be  safely 
used  on  food-processing  equipment  and 
utensils,  and  on  other  food-contact  ar¬ 
ticles  as  specified  to  this  section,  within 
the  following  prescribed  conditions: 

(a)  Such  sanitlztog  solutions  are  used, 
followed  by  adequate  draining,  before 
contact  with  food. 

(b)  The  solutions  consist  of  one  of  the 
following,  to  which  may  be  added  com¬ 
ponents  generally  recognized  as  safe  and 
components  which  are  permitted  by  prior 
sanction  or  approval. 

(1)  An  aqueous  solution  containing 
potassium,  sodium,  or  calcium  hypo¬ 
chlorite,  with  or  without  the  bromides  of 
]30tassium,  sodium,  or  calcium. 

(2)  An  aqueous  solution  containing 
dichloroisocyanuric  acid,  tiichloroisocy- 
anuric  acid,  or  the  sodium  or  potassium 
salts  of  these  acids,  with  or  without  the 
bromides  of  potassium,  sodium,  or 
calcium. 

(3)  An  aqueous  solution  containing  po¬ 
tassium  iodide,  sodium  p-toluenesulfon- 
chloroamide,  and  sodium  lauryl  sulfate. 

(4)  An  aqueous  solution  containing 
iodine,  butoxy  monoether  of  mixed 
(ethylene-propylene)  polyalkylene  glycol 
having  a  clOudpotot  of  90®-100*  C  to  0.5 
percent  aqueous  solution  and  an  aver¬ 
age  molecular  weight  of  3,300,  and  ethyl¬ 
ene  glycol  monobutyl  ether.  Addition¬ 
ally,  the  aqueous  solution  may  contain 
diethylene  glycol  monoethyl  ether  as  an 
optional  ingredient. 

(5)  An  aqueous  solution  containing 
elemental  iodine,  hydriodic  acid,  a-(p- 
nonylphenyl)  -  omcpa-hydroxypoly(oxy- 
ethylene)  (complying  with  the  identity 
prescribed  to  9  178.3400(c)  and  having  a 
maximum  average  molecular  weight  of 


748)  and/or  polyoxyethylene-polyoxy- 
propylene  block  polymers  (having  a  min¬ 
imum  average  molecular  weight  of 
1.900).  Additionally,  the  aqueous  solu¬ 
tion  may  contain  isopropyl  silcohol  as  an 
optional  ingredient. 

(6)  An  aqueous  solution  containing 
elemental  iodine,  sodium  iodide,  sodiiun 
dioctylsulfosuccinate,  and  poljroxyethyl- 
ene-polyoxypropylene  block  polymers 
(having  a  minimum  average  molecular 
weight  of  1,900). 

(7)  An  aqueous  solution  containing 
dodecylbenzenesulfonic  acid,  polyoxyeth- 
ylene-polyoxypropyfene  block  polymers 
(having  a  minimum  average  molecular 
weight  of  2.800).  In  addition  to  use  on 
food -processing  equipment  and  utensils, 
this  solution  may  be  used  on  glass  bottles 
and  other  glass  containers  intended  for 
holding  milk. 

(8)  An  aqueous  solution  containing 
elemental  iodine,  butoxy  monoether  of 
mixed  (ethylene-propylene)  polyalkylene 
glycol  having  a  minimum  average  molec¬ 
ular  weight  of  2,400  and  a-lauroyl- 
om epa-hydroxypoly  (oxyethylene)  with 
an  average  8-9  moles  of  ethylene  oxide 
and  an  average  molecular  weight  of  400. 
In  addition  to  use  on  food-processing 
equipment  and  utensils,  this  solution  may 
be  used  on  beverage  containers,  including 
milk  containers  or  equipment.  Rinse 
water  treated  with  this  solution  can  be 
recirculated  as  a  preliminary  rinse.  It  Is 
not  to  be  used  as  final  rinse. 

(9)  An  aqueous  solution  containing  n- 
alkyl  (Co-Cik)  benzyldimethylammonl- 
um  chloride  compounds  having  average 
m<decular  weights  of  351-380  and  con¬ 
sisting  principally  of  alkyl  groups  with 
12-16  carbon  atoms  with  or  without  not 
over  1  percent  each  of  groups  with  8  and 
10  carbon  atoms.  Additionally,  the  aqiue- 
ous  solution  may  contain  isopropyl  al¬ 
cohol  as  an  optional  ingredient. 

(10)  An  aqueous  solution  containing 
trichlormnelamtoe  and  either  sodium 
lauryl  sulfate  or  dodecylbenzenesulfonic 
acid.  In  addition  to  use  on  food-process¬ 
ing  equipment  and  utensils  and  other 
food-contact  articles,  this  solution  may 
be  used  on  beverage  containers  except 
milk  containers  or  equipment. 

(11)  An  aqueous  solution  crnitaining 
equal  amoimts  of  n-alkyl  (C»r-Ci«)  benzyl 
dimethyl  ammonium  chloride  and  n- 
alkyl  (Cii-Cih)  dimethyl  ethylbenzyl  am¬ 
monium  chlMide  (having  an  average 
molecular  weight  of  384) .  In  addition  to 
use  on  food -processing  equipment  and 
utensils,  this  solution  may  be  used  on 
food-contact  surfaces  in  public  eating 
places. 

(12)  An  aqueous  solution  containing 
the  sodium  salt  of  sulfonated  oleic  acid, 
polyoxyethylene-polyox3T3ropylene  block 
PKJlymers  (having  an  average  molecular 
weight  of  2,000  and  27  to  31  moles  of 
polyoxypropylene) .  In  addition  to  use  on 
food-processing  equipment  and  utensils, 
this  solution  may  be  used  on  glass  bottles 
and  other  glsiss  containers  intended  for 
holding  milk.  All  equipment,  utensils, 
glass  bottles,  and  other  glass  containers 
treated  with  this  sanitizing  solutUm  shall 
have  a  drainage  period  of  15  minutes 
prior  to  use  to  contact  with  food. 
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(13)  An  aqueous  solution  containing 

elemental  iodine  and  alkyl  (C..-Ci.-.) 
monoether  of  mixed  (ethylene-propyl¬ 
ene)  polyalky lene  glycol,  having  a  cloud- 
point  of  in  1  percent  aqueous 

solution  and  an  average  molecular  weight 
of  807. 

(14)  An  aqueous  solution  containing 
iodine,  butoxy  monoether  of  mixed  (eth¬ 
ylene-propylene)  polyalkylene  glycol, 
having  a  cloud-point  of  90“-100‘C  in  0.5 
percent  aqueous  solution  and  an  average 
molecular  weight  of  3,300,  and  polyoxy- 
ethylene-polyoxypropylene  block  poly¬ 
mers  (having  a  minifhum  average  molec¬ 
ular  weight  of  2,000) . 

(15)  An  aqueous  solution  containing 
lithium  hypochlorite. 

(16)  An  aqueous  solution  containing 
equal  amounts  of  n-alkyl  (Ci2-Cn)  benzyl 
dimethyl  ammonium  chloride  and  n- 
alkyl  (Ci.-C,i)  dimethyl  ethylbenzyl  am¬ 
monium  chloride  (having  average  mo¬ 
lecular  weights  of  377-384),  with  the 
optional  adjuvant  substances  tetrasodi- 
um  ethylenediaminetetraacetate  and/or 
alpha- ( p-nonylphenol )  -omepa -hydroxy- 
poly  (oxyethylene)  having  an  average 
poly  (oxye  thy  lene)  content  of  11  moles. 
In  addition  to  use  of  food-processing 
equipment  and  utensils,  this  solution 
may  be  used  on  food-contact  surfaces  in 
public  eating  places. 

(17)  An  aqueous  solution  containing 
di-n-alkyl(C‘.-Ci«)  dimethyl  ammonium 
chlorides  and  isopropyl  alcohol,  having 
average  molecular  weights  of  332-361.  In 
addition  to  use  on  food-processing  equip¬ 
ment  and  utensils,  this  solution  may  be 
used  on  food-contact  surfaces  in  public 
eating  places. 

(18)  An  aqueous  solution  containing 
n-alkyl  (C,j-Cik)  benzyldimethylammoni- 
um  chloride,  sodium  metaborate,  alpha- 
terpineol  and  aZpAa[p-(l,1.3,3-tetra- 
methylbutyl)  phenyl]  -  omega  -  hydroxy  - 
poly  (oxyethylene)  produced  with  one 
mole  of  the  phenol  and  4  to  14  moles 
ethylene  oxide. 

(19)  An  aqueous  solution  containing 
sodium  dichloroisocyanurate  and  tetra- 
sodium  ethylenediaminetetraacetate.  In 
addition  to  use  on  food-processing  equip¬ 
ment  and  utensils,  this  solution  may  be 
used  on  food-contact  surfaces  in  public 
eating  places. 

(20)  An  aqueous  solution  containing 
ortho-phenylphenol,  orfho-benzyl-para- 
chlorophenol.  para-tertiaryamylphenol, 
sodium  -  alpha  -  alkyl  (Cir-Cm)  -  omega- 
hydroxypoly (oxyethylene)  sulfate  with 
the  poly  (oxyethylene)  content  averaging 
one  mole,  potassium  salts  of  coconut  oil 
fatty  acids,  and  isopropyl  alcohol  or  hex¬ 
ylene  glycol. 

(21)  An  aqueous  solution  containing 
sodium  dodecylbenzenesulfonate.  In  ad¬ 
dition  to  use  on  food-processing  equip¬ 
ment  and  utensils,  this  solution  may  be 
vised  on  glass  bottles  and  other  glass 
containers  intended  for  holding  milk. 

(c)  The  sQlutiCH)s  identified  in  para¬ 
graph  (b)  of  this  section  will  not  exceed 
the  following  concentrations: 

(1)  Solutions  identified  in  paragraph 
(b)(1)  of  this  section  will  provide  not 
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more  than  200  parts  per  million  of  avail¬ 
able  halogen  determined  as  available 
chlorine. 

(2)  Solutions  identified  in  paragraph 
(b)(2)  of  this  section  will  provide  not 
more  than  100  parts  per  million  of  avail¬ 
able  halogen  determined  as  available 
chlorine. 

(3)  Solution  identified  in  paragraph 
(b)(3)  of  this  section  will  provide  not 
more  than  25  parts  per  million  of  titrat- 
able  iodine.  The  solutions  will  contain 
the  components  potassium  iodide,  sodium 
p-toluenesulfonchloramide,  and  sodium 
lauryl  sulfate  at  a  level  not  in  excess  of 
the  minimum  required  to  produce  their 
intended  fimctional  effect. 

(4)  Solutions  identified  in  paragraph 
(b)  (4).  (5).  (6),  (8).  (13),  and  (14)  of 
this  section  will  contain  iodine  to  provide 
not  more  than  25  parts  per ‘million  of 
titratable  iodine.  The  a^uvants  used 
with  the  iodine  will  not  be  in  excess  of 
the  minimum  amoimts  required  to  ac¬ 
complish  the  intended  technical  effect. 

(5)  Solutions  identified  in  paragraph 
(b)(7)  of  this  section  will  provide  not 
more  than  400  parts  per  million  of  dodec- 
ylbenzenesulfonic  acid  and  not  more 
than  80  parts  per  million  of  polyoxy- 
ethylene-polyoxypropylene  block  poly¬ 
mers  (having  a  minin^um  average  molec¬ 
ular  weight  of  2,800). 

(6)  Solutions  identified  in  paragraph 
(b)  (9)  of  this  section  shall  provide  when 
ready  to  use  no  more  than  200  parts 
per  million  of  the  active  quaternary 
compound. 

(7)  Solutions  identified  in  paragraph 
(b)  (10)  of  this  section  shall  provide  not 
more  than  sufBcient  trichloromelamine 
to  produce  200  ports  per  million  of  avail¬ 
able  chlorine  and  either  sodium  lauryl 
sulfate  at  a  level  not  in  excess  of  the 
minimum  required  to  produce  its  in¬ 
tended  functional  effect  or  not  more  than 
400  parts  per  million  of  dodecylbenzene- 
sulfonic  acid. 

(8)  Solutions  identified  in  paragraph 
(b)(ll)  of  this  section  shall  provide, 
when  ready  to  use,  no  more  than  200 
parts  per  million  of  active  quaternary 
compound. 

(9)  The  solution  identified  in  para¬ 
graph  (b)  (12)  of  this  section  shall  pro¬ 
vide  not  more  than  200  parts  per  million 
of  sulfonated  oleic  acid,  sodium  salt. 

(10)  Solutions  identified  in  paragraph 
(b)  (15)  of  this  section  will  provide  not 


more  than  200  parts  per  million  of  avail¬ 
able  chlorine  and  not  more  than  30  ppm 
lithium. 

(11)  Solutions  identified  in  paragraph 
(b)  (16)  of  this  section  shall  provide  not 
more  than  200  parts  per  million  of  active 
quaternary  compound. 

(12)  Solutions  identified  in  paragraph 
(b)(17)  of  this  section  shaU  provide, 
when  ready  to  use,  a  level  of  150  parts 
per  million  of  the  active  quaternary 
compound. 

(13)  Solution  identified  in  paragraph 
(b>(18)  of  this  section  shall  provide  not 
more  than  200  parts  per  million  of  active 
quaternary  compound  and  not  more  than 
66  parts  per  million  of  aZpAa[p-(l,l,3.3- 
tetramethylbutyl)  phenyl]  -  omega  -  hy- 
droxypoly(  oxyethylene) . 

(14)  Solutions  identified  in  paragraph 
(b)(19)  of  this  section  shall  provide, 
when  ready  to  use,  a  level  of  iOO  parts 
per  million  of  available  chlorine. 

(15)  Solutions  identified  in  paragraph 
(b)  (20)  of  this  section  are  for  single  use 
applications  only  and  shall  provide,  when 
ready  to  use.  a  level  of  800  parts  per 
million  of  total  active  phenols  consisting 
of  400  parts  per  million  orfAo-phenyl- 
phenol,  320  parts  per  million  orfho-ben- 
zyl-para-chlorophenol  and  80  parts  per 
million  para-tertiaryamylphenol. 

(16)  Solution  identified  in  paragraph 
(b)  (21)  of  this  section  shall  provide  not 
more  than  430  parts  per  million  and  not 
less  than  25  parts  per  million  of  sodium 
dodecylbenzenesulfonate. 

(d)  Sanitizing  agents  for  use  in  ac¬ 
cordance  with  this  section  will  bear  la¬ 
beling  meeting  the  requirements  of  the 
Federal  Insecticide,  Fungicide,  and  Ro- 
denticide  Act. 

Subpart  C — Antioxidants  and  Stabilizers 

§  178.2010  Antioxidants  and/or  stabi¬ 
lizers  for  polymers. 

The  substances  listed  in  paragraph  (b) 
of  this  section  may  be  safely  used  as 
antioxidants  and/or  stabilizers  in  poly¬ 
mers  used  in  the  manufacture  of  articles 
or  components  of  articles  intended  for 
use  in  producing,  manufacturing,  pack¬ 
ing.  processing,  preparing,  treating, 
packaging,  transporting,  or  holding  food, 
subject  to  the  provisions  of  this  section: 

(a)  The  quantity  used  shall  not  ex¬ 
ceed  the  amount  reasonably  required  to 
acccHnplish  the  intended  technical  effect. 

(b)  List  of  substances:  • 


Subttancf* 


Limitation* 


JV-ti-Alkyl-JV'-  (rarboxjuietliyl)  -N.X'- 
trimethylenKlixlycine:-  the  alkyl 
group  is  even  numbered  in  the  range 
('ll— Ciiand  the  nit^en  content  is  in 
the  range  5.4-5.«  weight  percent. 


p-t«rf-Amylphenolfom.aldehyde  resins 
produced  when  one  mole  of  p4rrt- 
amylphenol  is  made  to  react  under 
acid  conditions  with  one  mole  of 
formaldehyde. 

2,6-Bis(l-methylheptadecyl)-p-cresoI. . . 


For  use  only: 

1.  As  component  of  nonfood  articles  complying  with  175.105  and 
177.2600  of  this  chapter. 

2.  At  levels  not  to  exceed  1.35  percent  by  weight  of  natural  rubber, 

butadiene-acrylonitrile,  butadiene-acrylonitrile-styrene,  and  buta¬ 
diene-styrene  polymers  that  are  us'd  in  contact  with  nonalcoholic 
food  at  temperatures  not  to  exceed  room  temperature  and  that  are 
employed  in  closure-sealing  gaskets  complying  with  {  177.1210  of 
this  chapter  or  in  coatings  complying  with  (  175.300,  { 176.170,  or 
{  175.320  of  this  chapter.  The  average  thickness  of  such  coatings  and 
closure-sealing  gaskets  shall  not  exceed  0.004  inch. 

For  use  only  at  levels  not  to  exceed  2.1%  by  weight  of  polyamide  resins 
that  are: 

1.  Derived  from/limerixed  vegetable  oil  acids  (containing  not  more  than 

20%  of  monomer  acids)  and  ethylenediamine. 

2.  Used  in  compliance  with  regulations  in  Parts  174, 175, 176, 177, 178  and 

S  170.45  of  this  chapter. 

For  use  only  at  levels  not  exceeding  0.3  percent  by  weight  of  olefin  polymers 
complying  with  f  177.1.520(0)  of  this  chapter,  items  1.1,  1.2,  1.3,  2.1,  2.2, 
2.3,  3.1,  3.2,  3.3,  or  4.  The  average  thickness  of  such  polymers  in  the  form 
in  which  they  contact  fatty  food  or  food  containing  more  than  8  percent 
of  alcohol  shall  not  exceed  0.004  inch. 
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SuMtntei 

l,S-ButAnediol . 

Butylmted,  stymiatrd  rmols  i>rodar«d 
when  equal  moles  of  isobutylene,  sty¬ 
rene,  and  a  metacrcsol-paracresol  niii- 
ture  havinft  a  no  more  than  3*  C 
distillation  ranite  ineludinf  302*  C  are 
made  to  react  so  that  the  hnal  product 
meets  the  followinc  specifications:  Not 
less  than  95  pet  by  weight  of  total 
alkylated  phenols  consisting  of  13-35 
pet  by  weight  of  btnylated  m-  and  p- 
creeols,  2*-38  pet  by  weight  of  styre- 
nated  m-  and  p-cresols,  37-49  pet  by 
weight  of  butylated  styrenated  m- 
and  p-cresols,  and  not  more  than  10 
pet  by  weight  total  of  alkylated  xyle- 
nols,  alkylated  o-eresol,  alkylated 
phenol,  and  alkylated  ethylphenol: 
acidity  not  more  than  0.003  net;  and 
refractive  index  at  35*  C  of  1.5550- 
1.5650,  as  determined  by  A8TM 
Method  D  1216-61. 

2-  ferl  -  Butyl  -  s(3-  lert  •  butyl  -  4  -  hydioxy- 
phenyl)  -  p  -  cumenyl  bis(p  -  nonyl- 
phenyl)  phosphite;  the  nonyl  group 
IS  a  propylene  triiner  isomer  and  the 
phosphorus  content  is  in  the  range 
3.8-4.0  weight  percent. 


2  -  (3'-  IfTt  -  Butyl  -  2'-  hydroxy  -  5'-  meth  y  1- 
phrnyl)-5-4'hlorobrntotriazole  with  a 
melting  point  of  137-141*  C. 


4.4‘-Bulylidenebis(6-/ert-butyl-m-cresol) 


Calcium  benxoate . 

Calcium  myristate . 

Calcium  ricinoleate . 

Calcium  stearate . 

Cupric  acetate  and  lithium  iodide. 


Cuprous  iodide. 


Cuprous  iodide  and  cuprous  bromide.. 


Cyanoguanidine . 

Cjrclic  neopentanetetrayl  bistoctadecyl 
phosphite);  the  phosphorus  content 
IS  in  the  range  of  7.8-8.2  weight  per¬ 
cent. 


4,4'-Cyclohexylidenebis(2-ryc]obexyl- 

pbenol). 


Dicetyl  thiodipropionate  having  a 
melting  point  of  .Vj*-63*  C.  as  deter¬ 
mined  by  ASTM  Method  E-334  and  a 
saponifk^on  value  in  the  range  176- 
183  as  determined  by  ASTM  Method 
I >-1962. 

Dimyristyl  thiodipr^ionate  having  a 
melting  point  of  48*-50^  C.  as  deter¬ 
mined  by  ASTM  Method  E-324  and  a 
mponifleation  equivalent  in  the  range 
280-290  as  dettfmined  by  ASTM 
Method  D-1962. 


ZistdafisM 


For 


2. 


use  only; 

As  provided  in  ||  175.105  and  177.2600  of  this  chapter. 

At  levels  not  to  exceed  0.5  percent  by  weight  of  polystyrene,  rubber- 
modified  polystyrene,  or  olefin  polymers  complying  with  }  177.1520 
(c)  of  this  chapter,  items  1.1, 1.2,  1.3,  2.1,  2.2,  2.3,  3.1,  8.3,  3.3,  or  4,  or 
implying  with  other  sections  in  this  Parts  174,  175,  176, 177.  ITS  and 
f  179.45  of  this  chapter,  used  in  articles  that  contact  food  only  under 
the  conditions  deScril>ed  in  f  170.170  (c)  of  this  chapter,  table  2,  under 
conditions  of  use  C  tlirough  (1. 


For  use  only: 

1.  As  components  of  nonfood  articles  complying  with  H  175.105  and 

177.2600  of  this  chapter. 

2.  At  levels  not  to  exceed  1.35  percent  by  weight  of  natural  rubber, 

butadiene-acrylonitrile,  but adiene-arry Innitrile-styrene,  and  buta¬ 
diene-styrene  polymers  that  are  used  in  contact  with  nonalcoholic 
food  at  temperatures  not  to  exceed  room  temperature  and  that  are 
employed  in  closure-sealing  gaskets  complying  with  1 177.1210  of 
this  chapter  or  in  coatings  complying  with  {  175.300,  { 175.320,  or 
{  176.170  of  this  chapter.  The  average  thickness  of  such  coatings 
and  clowe-sealing  gaskets  shall  not  exceed  0.004  inch. 

For  use  only  at  levels  not  to  exceed  0.5  percent  by  weight  of  olefin  polymers 
complying  with  1 177.15^c)  of  this  cliapter,  provided  that  the  finished 
polymer  contacts  foods  only  of  the  typra  itlentifled  in  categories  I,  II, 
IV-B.  VT-A  and  B,  Vll-B,  and  VIII  in  table  1,  {  176.170  of  this  chapter. 
For  use  only. 

1.  As  provided  in  {{  175.105  and  177.2600  of  this  chapter. 

2.  At  levels  not  to  exceed  0.5%  by  weight  of  polypropylene  complying 

with  {  177.1520  of  this  chapter  and  for  use  at  levels  not  to  exceed 
03%  by  weight  of  polyethylene  complying  with  1 177.1520  of  this 
chapter,  provided  that  the  finished  polypropylene  and  polyethylene 
contact  food  only  of  the  types  identified  in  f  176.l70ic)  of  this 
chapter,  table  I,  under  categories  I,  II,  VI-B,  and  VIII. 


For  use  only  at  levels  not  to  exceed  1  pet  by  weight  of  polyoxymetbylene 
copolymer  as  provided  in  1 177.2470<b)(l)  of  this  chapter. 

For  use  at  levels  not  exceeding  0.025  pet  cupric  acetate  and  0.065  pet 
lithium  iodide  by  weight  of  nylon  66  resins  complying  with  {  177.1500 
of  this  chapter;  the  finished  resins  are  used  or  are  intended  to  be  used  to 
contain  foods  during  oven  baking  or  oven  cooking  at  temperatures  above 
250*  F.  The  average  thickness  of  such  resins  in  the  form  in  which  they 
contact  food  shall  not  exceed  0.0012  inch. 

For  use  at  levels  not  exceeding  O.OI  percent  cuprous  iodide  by  weight  of 
nylon  66T  resins  complying  with  1 177.1500  of  this  chapter;  the  finished 
resins  are  used  or  are  intended  to  be  used  to  contain  foods  during  oven 
baking  or  oven  cooking  at  temperatures  above  25(P  F.  The  average 
thickness  of  such  resins  In  the  form  in  which  they  contact  food  shall  not 
exceed  0.001  inch. 

For  use  at  levels  not  exceeding  0.0025  percent  cuproiu  iodide  and  0.0175 

rircent  cuprous  bromide  by  weight  of  nylon  66  resins  complying  with 
177.1500  this  chapter;  the  finished  resins  are  used  or  are  intended  to 
be  used  to  contain  foods  during  oven  baking  or  oven  cooking  at  tempera¬ 
tures  above  2S(F  F.  The  average  thickness  of  such  resins  in  the  form  in 
which  they  contact  food  shall  not  exceed  0.0015  inch. 

For  use  only  at  levels  not  to  exceed  1  pet  by  weight  of  polyoxymetbylene 
copolymer  as  provided  in  1 177.2470(b)(1)  of  thfo  chapter. 

For  use  only: 

1.  At  levels  not  to  exceed  0.25  percent  by  weight  of  olefin  polymers 
complying  with  {  177.1520(c)  of  this  chapter,  items  1.1,  2.1,  and  3.1. 
2.  At  levels  not  to  exceed  0.25  percent  by  weight  of  olefin  polymers 
complying  with  1177.1520(c)  of  this  chapter,  item  2.2,  that  contact 
food  Tyi^  I,  II,  VI-A,  VII-B,  and  VHI  described  in  Ubie  1  of 
1  176.170(c)  of  this  chapter  under  cendUUons  of  use  B  (for  boil-in-b4ig 
applications),  C,  D,  E,  F,  O,  and  H  described  in  table  2  of 
1  176.170(c)  of  this  chapter. 

3.  At  levels  not  to  exceed  0.15  pet  by  weight  of  olefin  polymers  complying 
'  with  1 177.1520, items  1.1  and  3.2,that  contact  food  Types  1, 1I,V1-A, 
VII-B,  and  VIII  described  in  table  1  of  1 170.170(c)  of  this  chapter 
under  conditions  of  use  B  (for  boil-in-bag  applications),  C,  I),  E, 
F,  U,  and  H  described  in  table  2  of  1 176.170(c)  of  this  chapter. 
4.  At  levels  not  to  exceed  0.20  percent  by  weight  of  polystyrene  and/or 
rubber  modified  polystyrene  eomplyii^  with  {  177.1640  of  this 
chapter  that  contact  food  under  conditions  of  use  E,  F,  and  U 
described  in  tabfo  2  of  1 176.170(c)  of  this  chapter. 

For  use  only  at  levels  not  to  exceed  0.1  percent  by  weight  of  olefin  polymers 
complying  with  1 177.1520(c)  of  this  chapter,  items  1.1,  1.2,  13,  2.1,  2.2, 
2.3,  3.1,  8.2,  33,  or  4;  Provided,  That  the  finished  polymers  contact  food 
only  of  the  typiu  identified  in  ( 176.17(Kc)  of  this  chapter,  table  1,  under 
categories  I.  if,  IV-B,  VT,  VII-B,  and  VIII. 

The  concentration  of  this  additive  and  any  other  permitted  antioxidants 
in  the  finished  food-contact  article  shall  not  exceed  a  total  of  0.5  milligram 
per  square  inch  of  food-contact  surfoce. 


Finished  food-contact  articles  containing  this  additive  shall  meet  the 
extractives  limitations  prescribed  in  1  176.170(c)  of  this  chapter. 
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Subttanut 

A',A"-I)iplioiiyU  hiouroa . 


2,6-Di-<<T/-butyM-etlijlplieHol- 


IJ  ydrojrenated  4,4'-i5!opropyIidene- 
diphenolphospliitp  ester  resins  pro¬ 
duced  by  (he  condensation  of  1  mole 
of  triphenyl  phosphite  and  1.5  moles 
of  hydropenated  4,4'-isopropylidene- 
diphenol  such  that  the  rinished  resins 
have  a  molecular  weipht  in  the  ranpe 
of  2,400-.1,000,  a  phosphorous  content 
of6.5-6.y  percent,  and  contain  no  more 
than  2.2  percent  by  weiplit  of  residual 
free  phenol. 


2  -  Hydroxy  -4-isoocloxy-lienrophenonc. 
Chemical  Abstracts  (C'A)  name: 
Methanonc,  |2-hydroxy-4-(isooc(yl- 
oxy)  phenyllphenyl;  ('A  Kepistry 
No.:3305i*-05-1. 

2(2'-  Hydroxy  -.5'-  met  by  Iphenyl)  benzo- 
triazole  meetinp  the  followinp  si»eci(i- 
cation:  Melting  point  12G°-132°  C. 


2-Hydroxy-l-n-octoxy-VK'nzophenone... 


4,4'-Isopropylidcnediphcnol  alkyKlCi:- 
Ci>)  phosphites;  the  phosphorus  con¬ 
tent  is  in  the  ranpe  of  5.2-5.6  weight 
percent. 

Magnesium  salicylate . 


2,2'  -Met  hylenebis  (6-t(  rf-but  y  l-4-ct  by  l- 
phenol). 


4,4'-Methylenebis  (2.6-di-/frt-butyl- 
phenol). 


2,2'-Methylenebis  (4-met  hyl-6-/f  rf-but  yl- 
phenol). 


Limitations 

For  use  only: 

1.  At  levels  not  to  exceed  0.5  percent  by  weight  of  polyvinyl  chloride 

and/or  vinyl  chloride  copolymers  complying  with  {  177.1'J80  of  (his 
chapter. 

2.  At  leveb  not  to  exceed  0.5  pet  by  weight  of  vinyl  chloride-vinyl  acetate 

copolymers  containing  not  more  than  20  moiar  |)ct  of  vinyl  acetate. 

For  use  only  in  contact  with  nonalcoholic  foods: 

1.  At  levels  not  exeeeding  0.04  mg/in-  of  food  contact  surface  and  not 

exceeding  0.1  pet  by  weiglit  in  ethylene  polymers  and  copolymers 
complying  with  f  177. 1.520(c)  of  this  chapter,  items  2.1,  2.2,  2.3,  3.1, 

3.2,  and  3.3;  }  177.1350  of  this  chapter.  The  average  thickness  of  such 
polymers  and  copolymers  in  the  fonn  in  which  they  contact  food 
shall  not  exceed  0.0025  in. 

2.  At  levels  not  exceeding  0.04  mg/in-  of  food  contai  t  surface  in  ethylene 

polymers  and  copolymers  complying  with  $  177.1.520(c)  of  this 
chapter,  items  2.1,  2.2,  2.3,  3.1,  3.2,  and  3.3;  {  177.1340;  and  {  177.13.50 
of  this  chapter.  The  average  thickness  of  such  polymers  and  copoly¬ 
mers  in  the  form  in  whicli  they  contact  food  shidl  be  greater  thw 
0.0025  in  but  shall  not  exceed  0.025  in. 

For  use  only  at  levels  not  to  exceed  0A5  percent  by  weight  of  vinyl  chloride 
copolymers  complying  with  4  177.1ilg0  of  this  chapter  and/or  polyvinyl 
chloride  when  such  vinyl  chloride  homo-and/or  copolymers  are  used  in 
the  manufacture  of  rigid  vinyl  chloride  plastic  bottles  intended  for  con¬ 
tact  with  edible  oils  (including  edible  oil  in  simple  mixture  or  emulsion 
form),  all  types  of  dressings  for  salads,  and  food  of  types  VIII  and  IX  de¬ 
scribed  in  table  1  of  5  176.170(c)  of  this  chapter.  The  tinislied  food-contact 
article  containing  this  stabilizer,  when  extracted  with  distilled  water  at 
135°  F  (or  1  week  (168  hours),  using  a  volume-to-surface  ratio  of  5  milli¬ 
liters  per  square  inch  of  surface  test«^.  shall  yield  extracted  phenol  not  to 
exceed  0.008  milligram  per  square  inch  of  food-contact  surface  and  shall 
yield  extracted  organophosphates  (total  phosphates  minus  inorganic 
phosphates)  not  to  exceed  O.OOOl  miiligram  per  S(|uare  inch  of  food-contact 
surface. 

For  use  only  at  levels  not  to  exceetl  0.5  pet  by  weight  of  olefin  copolymers 
complying  with  jl  177.1520(c)  of  this  chapter:  Items  1.1,  1.2,  1.3,  2.1,  2.2, 

2.3,  3.1,  3.2,  3.3  or  4:  Proridfd,  That  the  finished  |x>lymer  contacts  food 
only  of  the  types  identified  in  4  176.170(c)  of  this  chapter,  table  1,  under 
categories  I,  \TI-B  and  VIII  under  conditions  of  use  E,  F,  and  G 
described  in  table  2  of  4  176.170(c)  of  this  chapter. 

For  use  only: 

1.  As  component  of  nonfood  articles  complying  with  4  177.101(1  of  this 

chapter. 

2.  At  levels  not  to  exceed  0.25  percent  by  weight  of  rigid  iKilyvinyl 

chloride  and/or- rigid  vinyl  chloride  copolymers  complying  with 
{  177.1080  of  this  chapter. 

3.  In  polystyrene  that  complies  with  4  177.1640  of  this  chapter  and  that 

is  limited  to  us?  in  contact  with  dry  food  of  type  VIII  described  in 
table  1  of  4  176.170(c)  of  this  chapter. 

4.  At  levels  not  to  exceed  0.25  percent  by  weight  of  polystyrene  and/or 

rubber-modified  polystyrene  polymers  complying  with  4  177.1640 
of  this  chapter  intended  to  contact  nonalcoholic  food:  Procidrd, 

That  the  finished  basic  rubber-modified  polystyrene  polymers  in 
contact  with  fatty  foods  shall  contain  not  less  than  90  weight  percent 
of  total  polymer  units  derived  from  styrene  monomer. 

For  use  only  at  levels  not  to  exceed  0.5  perceiit  by  weight  of  olefin  polymers 
complying  with  4  177.1520(c)  of  this  chapfer.’items  1.1,  1.2,  1.3,  2.1,  2.2, 

2.3,  3.1,  8.2,  3.3,  or  4:  Provided,  That  the  finished  polymer  contacts  food 
only  of  the  types  identified  in  4  176.170(c)  of  this  chapter,  table  1,  under 
categories  I,  IV-B,  Vll-B,  and  VIII,  and  under  the  conditions  of  use  B 
through  II  described  in  table  2  of  4  176.170(c)  of  this  chapter. 

For  use  only  at  levels  not  exceeding  1.0  percent  by  weight  in  rigid  polyvinyl 
chloride  and/or  rigid  vinyl  chloride  copolymers  complying  with  44  1”"-* 

19.50,  177.1970  or  177.1980  of  this  chapter,  and  used  in  contact  with  food, 
except  milk,  only  under  the  conditions  descril)ed  in  4  176.170(c)  of  this 
cliapter,  table  2,  under  conditions  of  use  I)  through  (i. 

For  u.se  only  in  rigid  polyvinyl  chloride  and/or  in  rigid  vinyl  chloride  co¬ 
polymers  complying  with  4  177.1980  of  this  chapter:  Provided,  That  total 
salicylates  (calculated  as  the  acid)  do  not  exceed  0.3  iwrcent  by  weight 
of  such  polymers. 

For  use  only: 

1.  In  acryIonitrile-butadiene-st>Tene  copolymers  at  levels  not  to  exceed  * 

0.6  percent  by  weight  of  the  copolymer. 

2.  In  semirigid  and  rigid  acrylic  and  modified  acrylic  pla.stics  complying 

with  4  177.1010of  this  chapter  at  levels  not  toexceed  0.1  pet  by  weight 
of  the  plastic. 

For  use  only: 

1.  As  provided  in  4  175.105  of  this  chapter. 

2.  At  levels  not  to  exceed  0.25  percent  by  weight  of  i)etroleum  hydro¬ 

carbon  resins  used  in  compliance  with  regulations  in  Parts  174, 

175,  176, 177,  178  and  4  179.45  of  this  chapter. 

3.  At  levels  not  to  exceed  0.25  pet  by  weight  of  terpene  resins  used  in 

compliance  with  regulations  in  Parts  174,  175,  176,  177,  178  and 
4  179.45  of  this  chaptei . 

4.  At  levels  not  to  exceed  0.5  percent  by  weight  of  polyetliyleno  comply¬ 

ing  with  4  177.1520  of  this  chapter:  i'rovided.  That  the  polyethylene  ] 

end  product  contacts  foods  only  of  the  types  identified  in  categories  ! 

I,  If,  IV-B,  VI,  VH-B,  and  V*I1  in  table  1,  4  176.170(c)  of  this 

chapter.  < 

5.  At  levels  not  to  exceed  0.5  percent  by  weight  of  polybutadiene  used  \ 

in  rubber  articles  complying  with  4  177.2600of  this  chapter:  Provided,  j 

That  the  rubber  end  product  contacts  foods  only  of  the  types 

identified  in  categories  I,  II,  IV-B,  VI,  VII-B,  and  VIII  in  table  1,  I 

4  176.170(c)  of  thischapter. 

For  use  only: 

1.  At  levels  not  to  exceed  0.1  pet  by  weight  of  olefin  polymers  complying  j 

with  sec.  177.1520(c)  of  this  chapter,  items  1.1.  1.2,  1.3,  2.1,  2.2,  2.3,  I 

3.1,  3.2,  3.3,  or  4  used  in  articles  that  cdntact  food  of  the  types  iden¬ 
tified  in  sec.  176.170(c)  of  this  chapter,  table  I,  under  categories  I, 

II,  IV-B,  VI,  VIl-B,  and  VIII. 

2.  At  levels  not  toexceed  I  pet  by  weight  of  polyoxymethylcne  copolymer 

as  provided  in  sec.  177.2470(b)(1)  of  this  chapter. 

3.  At  levels  not  to  exceed  0.5  pet  by  weight  of  iKtIyoxymethylene  homo¬ 

polymer  as  provided  in  4  177.2480(b)(1)  of  this  chapter. 
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14613 


Sublit  nt*$ 


Liiuilaiiout 


2,2'-ll«thy]«n«bi$|6-(l-niethylcyclo- 

bexyD-p-ercaol]. 


2,2'-lf«tbylenrbis(4-nifthyl-<(-iioulypb«- 
nol)  and  2,>-bU(2-taydroxy-3-nonyl-5- 
metbyl-bctuyD-f^rrsol  mixtures 
(▼•ryinc  proportions). 

Nylon  WltlO/i  torpolymer.  (sm  1 177.- 
1500  of  this  chapter  for  identinoation). 

Octadecyl  8,.5-di-/<T<  -  butyl-4-iiydroxy- 
bydrocinnaniate. 


Pentaerylliritol  and  its  stearate  ester _ 


Poly(l,4  >  cyclobaxyknediiuetbylene  • 
3.3  '•thiodipropionate)  partially  termi¬ 
nated  with  stearyl  alcohol  a-id  pro¬ 
duced  when  approximately  equal 
moles  of  1,4-cycIohexanedimelhanol 
and  3,S'-thiodipropionic  acid  are  .nade 
to  react  in  the  presence  of  stearyl  al¬ 
cohol  so  that  the  Anal  product  has  an 
ayerage  molecular  weignt  in  the  range 
of  1,800-2,200,  as  determined  by  vapor 
pressure  osmometry,  and  has  a  maxi¬ 
mum  acid  value  of  2.5. 

Poly((l,3  -  dibutyldistamithianediyli- 
dene)  •  1,3-dithio]  having  the  formula 
|C|H  iiSniSi].  (where  n  averages  1.5-2) 
and  produced  so  as  to  meet  the  follow¬ 
ing  speciOcations;  Softening  point, 
130-145°  C;  volatile  components  at 
150°  C,  less  than  1.0  percent:  sulphur 
(sulAde)  content  in  the  range  20.5- 
22.0  pemnt;  tin  content  in  the  range 
52.0^.2  percent. 

Potassium  bromide  and  either  cupric 
acetate  or  cupric  carbonate. 


Tetrakishnethylene  (8,5  -  di-frrf-butyl- 
4diydroxyhydrocinnamale)]  methane. 


For  use  only : 

1.  As  provided  in  f  177.1210  of  this  cliapter. 

2.  At  levels  not  to  exceed  0.2  pet  by  weight  of  polyethylene  complying 

with  {  177.1521)  of  this  ciiapter:  Froiidti.  That  the  Anished  poly¬ 
ethylene  contacts  foods  only  of  the  type  identiAed  in  1  178.170(c)  of 
this  cliapter,  table  1,  under  categories  I,  II,  VT-B,  and  VIII. 

3.  In  ixilyeiliylene  complying  with  i  177.1520  of  this  chapter:  Protidti, 

That  the  tinished  polyethylene  contacts  foods  only  of  the  types  iden¬ 
tiAed  in  1  176.170(c)  of  this  chapter,  Uble  I,  under  categories  III, 
,  IV,  V,  VI-A,  VH,  and  IX,  and  only  at  temi^ratures  not  to  exceed 
room  temperature;  .4Hd  further  prwided.  That  percentage  concen¬ 
tration  of  the  antioxidant  in  the  polyethylene,  when  mulitplied  by 
the  thickness  in  incites  of  the  Anished  polyethylene,  shall  not  be 
greater  than  0.01X15. 

For  iLsc  only  in  acrylonitrile-liuiadicne-styrene  i-opoly  iners  us*'d  in  contact 
with  n.)naIcoholic  Ibods. 


For  use  only  at  levels  not  to  e\ce*“d  1 .5  iM*rcent  by  weight  of  poly  oxynirt  hy- 
lene  homopoiynier  as  provided  in  f  I77.2'lliOtb)(l)  of  this  chapter. 

For  use  only. 

1.  At  levels  not  exceeding  0.25  percent  by  weight  of  oleOn  poly  mers 

complying  with  f  177.1520(c)  of  this  chapter,  items  1.1,  1.2,  1.3,  2.1, 
2.2,  2.3.  8.1,  8.2,  8.3,  or  4.  When  such  polymers  are  used  in.rontact 
with  fatty  food,  the  percentage  concentration  of  the  antioxidant 
and, or  stabilizer  multiplied  by  the  thickness  in  inches  of  the  Anished 
oleAn  polynner  shall  not  exc«^  a  factor  of  0.002,5,  exiN-pt  that  con¬ 
centrations  of  0.05  percent  or  less  may  be  used  without  limitation  on 
thickness. 

2.  As  provideil  in  SS  17.5.I(V>  and  177.1010(a)(5)  of  this  cliaiiter. 

3.  At  levels  not  exceeding  0.25  peri-ent  by  weight  of  polystyrene  and  or 

rubher-moditied  polystyrene  polymers  complying  with  1  177.1640 
of  this  cliapter,  except  that  the  Anished  basic  rublier-modiOed 
polystyrene  polymers  in  contact  with  fatty  foods  shall  contain  not 
less  than  85  weight  percent  of  total  polymer  units  derived  from 
St  VTene  monomer. 

4.  At  levels  not  to  exceed  0.5  percent  by  weight  of  aery  hniitrile-butadiene- 
.  styrene  copolymers  used  in  accordance  with  prior  sanction  or 

regulations  in  Parts  174, 175, 178, 177, 178  and  1 179.45  of  this  chapter. 

5.  At  levels  not  exceeding  ().25  peiX'eiit  by  weight  of  oleAii  I'opolymers 

complying  with  177.1520(0)  of  this  chapter,  items  3.4 
and  :4.5:  I’rorided,  That  the  Anished  ptilymer  contacts 
noufatty  foods  only  of  the  types  IdentiAetl  In  {  176.- 
170(c)  of  this  chapter,  table  1,  under  categories  I,  II, 
IV-B,  VI,  VII-B,  and  VIII. 

For  use  only  in  rigid  polyvinyl  chloride  and/'or  in  rigid  vinyl  clilorida 
copolymers  complying  with  {  177.1980  of  this  chapter:  That 

the  total  arnount  of  pentaerythritcl  and/or  pentaerytliritol  .siearale 
(calculated  a.s  free  pentaerytliritol)  does  not  exce^  0.4  percent  by  weight 
of  such  polymers. 

For  use  only: 

1.  In  polypropylene  complying  wilh  }  177.l.520ic)  of  this  chapter,  item 
1.1,  and  u^  in  contact  mth  ncuifatiy,  nonalcoholic  food. 

2.  .\t  levels  not  to  exceed  0.5  percent  by  weight  of  polypropylene  com¬ 

plying  with  (  177.1.520(c)  of  this  chapter,  item  l.i,  and  used  in 
contact  with  fatty,  nonalcoholic  food.  The  average  tliickness  of  su>-h 
polymers  in  the  fonn  in  which  they  contact  fatty  nniialcoholic 
food  shall  not  cxeei'd  0.005  inch. 


For  use  only  at  levels  not  to  exceed  0.2  pet  by  weight  in  polyvinyl  chloride 
resin  where  such  resin  constitutes  not  less  than  98.7  p<-t  of  a  Anished 
semirigid  or  rigid  polyvinyl  chloride  food-contact  surface,  provided  that 
the  Anislied  food-contact  article  is  employed  only  to  package  meat, 
cheese,  and  food  ^pes  I,  VllI,  and  IX  as  describerl  in  table  1  of  f  178.- 
170(c)  of  this  chafiter.  The  Anished  food-contact  article  containing  this 
stabilizer,  when  extracted  with  reAned  cottonseed  oil  at  120°  F.  for  48 
hours,  using  a  volume-to-surface  ratio  of  2  milliliters  per  square  inch  of 
surfoce  tested,  sh^  yield  tin  (Sn)  not  to  exceed  0.0005  milligram  per 
square  inch  of  food-contact  surfoi'e. 

For  use  at  levels  not  exceeding  G.18  pet  potassium  bromide  and  0.005  pet 
copper  as  cupric  acetate  or  cupric  cartxMiate  by  weight  of  nylon  66  resins 
coroplyinc  with  i  177.1500  of  this  chapter;  the  Anished  resins  are  used  or 
are  mtenaed  to  be  used  to  contain  roods  during  oven  baking  or  oven 
cookiiift  at  temperatures  aliove  2.50^  F.  The  average  thickness  of  such 
resins  in  the  fonn  In  which  they  contact  food  shall  not  exceed  0.0(H5 
inch. 

For  use  only: 

1.  At  levels  not  to  exi*eed  0.5  pet  by  weiglit  of  ole  An  polymers  complying 

with  i  177.1520(c)  of  this  chapter,  items  1.1, 1.2, 1.3,  2.1,  2.2,  2.3,  8.1, 
8.2, 3.3,  or  4. 

2.  At  levels  not  to  exceed  0.05  pet  by  weight  of  eihylenc-methacrylie 

arid  copolymers  complying  with  }  177.1330  of  this  chapter  and 
ethylene-acrylic  acid  coj^ymers  complying  with  1 177.1310  of  this 
chapter.  The  average  thickness  of  such  cojMlymers  in  the  fonn  in 
which  they  contact  food  shall  not  exceed  0.006  inch. 

3.  At  levels  not  to  exceed  0.5  pet  by  weight  of  the  following  polymers 

when  used  in  articles  that  (rontact  nonalootaolic  food:  polystyrene 
and  nibber-modlAed  polystyrene  complying  with  i  177.1640  cd  UAs 
chapter;  ethylene-acrylic  acid  copolymers  eomplying  with  {  177.1310 
of  this  chapter;  ethvlene-vinyl  acetate  (ropolymers  complying  xrith 
1 177.1350  of  this  chapter;  ethylene-methacrylic  acid  copolymers, 
ethylene-niethacrylic  acid-vinyl  acetate  copolymers  and  their 
partial  salts  complying  with  1  177.1330  of  this  chapter;  isobutylene 
'  polymers  complying  with  { 177.1420  of  this  chapter;  and  styrene 
butadiene  co^yniers  used  in  compliance  with  regulations  in 
Parte  174, 175,  170, 177, 178  and  1 179.45  of  this  chapter. 

4.  At  levels  not  to  exceed  Ij^t  by  weight  of  polyoxymetnylene  copolymer 

as  provided  in  see.  177.2470(b)(1)  of  this  chapter. 

5.  At  levels  not  to  exceed  0.5  pet  by  weight  of  pofyoxymethylene  homo¬ 

polymer  as  provided  in  i  177.2480(b)  (I)  of  this  chaptw. 

For  use  only: 

1.  As  provided  in  }{  175.105  and  177.2600  of  this  chapter. 

2.  At  levels  not  to  exceed  0.25%  by  weight  of  polyethylene  complying 

with  1  177.1520  of  this  chapter:  Provided,  That  the  speeiAc  gravity 
of  the  polyethylene  is  not  less  than  0.906:  And  fwtber  provided, 
That  tiro  Anisned  polyethylene  contacts  food  only  of  the  types 
identiAed  in  }  176.170(c)  of  this  chapter,  table  1,  under  categories 
I,  II,  VI-B,  and  VUI. 
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RULES  AND  REGULATIONS 


SubUancet 


Thiodipropionio  acid . . . 

1 ,3,5-Triniet  h  y  1-2,4, 6-tris  (3,6-di-/<rt- 
but  y  1-4-hy  droxybenzy  l)ben*ene. 


Tri (mixed  mono-  and  dinonylphenyl) 
phosphite  (which  may  contain  not 
more  than  1%  by  weight  oi  triiso- 
propanolamine). 

1 ,3,5-Tris(3,5  -  di-tcrf-butyl  -  4  -  hydroxy- 
l)enzyl)-»-lriaxine-2,4,6(l//,3//,5//)tri- 


LimUatiotu 

For  use  only: 

1.  At  levels  not  to  exceed  0.5  pet  by  weight  of  polymers  except  nylon 

resins  identified  in  {  177. 1500  of  this  chapter. 

2.  At  levels  not  to  exceed  1  pet  by  weight  nylon  resins  identified  in 

§  177.1500  of  this  chapter. 


1,3,5  -  Trjs(3,5  -  di  -  (ert  -  butyl  -  4  -  hy¬ 
droxy  hydroeinnamoyl)hexahy  dro-»- 
triazine. 


Tris(2  -  methyl  -  4  -  hydroxy  -  5  -  tell  - 
butylphenyl)  butane. 


For  use  only: 

1.  At  levels  not  to  exceed  0.25  pet  by  weigltt  of  polypropylene  complying 
with  {  177.1520  of  this  chapter. 

2.  In  polyethylene  complying  with  {  177.1520  of  this  chapter: 

(a)  At  levels  not  to  exceed  0.1  weight  pet. 

(b)  At  levels  not  to  exceed  0.5  weight  pet  in  contact  with  nonfatty 
iood. 

3.  At  levels  not  to  exceed  0.5  pet  by  weight  of  ethylene-propylene-S- 
ethylidine-2-norbornene  terpoljmers  complying  with  1177.1520  of 
this  chapter.  The  maximum  tifickness  of  such  polymers  in  the  form 
in  which  they  contact  food  shall  not  exceed  0.005  inch. 

For  use  only  in  contact  with  nonMty  foods: 

1.  At  levels  not  to  exceed  0.25  percent  by  weight  of  polypropylene 
complying  with  S  177.1520  of  this  chapter. 

2.  At  levels  not  to  exceed  0.1  percent  by  weight  of  polyethylene  comply¬ 
ing  with  i  177.1520  of  this  chi^oter. 

3.  At  levels  not  to  exceed  0.5  percent  by  weight  of  ethylene-propylene-5- 
ethylidine-2-norbomene  terpolymers  complying  with  $  177.1520  of 
this  chapter.  The  maximum  thickness  of  such  polymers  in  the  form 
in  which  they  contact  food  shall  not  exceed  0.005  inch. 

For  use  only: 

1.  At  levels  not  to  exceed  0.25  percent  by  weight  of  polymers  used  as 
provided  in  {  176.180  of  this  chapter. 

2.  At  levels  not  to  exceed  0.25  percent  by  weight  of  the  following  poly¬ 
mers  when  used  in  articles  that  contact  food  of  types  I,  II,  IV-B, 
VI-B,  VII-B,  and  VTII  described  in  table  1  of  j  176.170(c)  of  this 
chapter:  Olefin  polymers  complying  with  { 177.1520(c)  of  this 
chapter,  items  1.1, 1.2, 1.3, 2.1, 2.2, 2A,  8.1, 3.2, 3.3,  or  4  or  complying 
with  other  sections  in  Parts  174,  175,  17^  177,  178  and  {  179.45  of 
this  chapter;  vinyl  chloride  poljmers;  andfor  vinyl  chloride 
copolymers  compljfing  with  §  177.1980  of  this  chapter. 

S.  At  levels  not  to  exceed  0.1  percent  by  weight  of  the  following  pol  vmers 
when  used  in  articles  that  contact  food  of  types  III,  IV-A,  V,  VI-A, 
Vl-C,  VTI-A,  and  IX  described  in  table  1  of  5  176.170(c)  of  this 
chapter:  Olefin  polymers  complying  with  {  177.1520(c)  of  this  chap¬ 
ter,  items  1.1, 1.2, 1.3, 2.1, 2.2,  ^3, 3.1, 3.2, 3.3,  or  4  or  complying  with 
other  sections  in  Parts  174,  175,  176,  177,  178  and  1  179.45  of  this 
chapter;  vinyl  chloride  polymers;  and/or  ^nyl  chloride  copolymers 
'  complying  with  $  177.1980  of  this  chapter. 

4.  As  provided  in  $  175.105  of  this  chapter. 

5.  At  levels  not  to  exceed  0.2  percent  hy  weight  of  polystyrene  and/or 
modified  polystyrene  polymers  identified  in  {  177.1640  of  this 
chapter. 

(k  At  levels  not  to  exceed  0.25  percent  by  weight  of  acrylonitrile-buta¬ 
diene-styrene  copolymers  used  in  contact  with  nonalcoholic  foods- 
For  use  only  at  levels  not  to  exceed  0.2  pwoent  by  weight  of  isobutylene- 
fsoprene  oopolymyers  complying  with  {  177.1420  of  this  chapter:  Pro¬ 
vided,  That  the  finished  copolymers  contact  food  only  of  the  ty^  identi¬ 
fied  in  5  176.170(c)  of  this  chapter,  table  1,  under  types  V,  VII,  VIII,  and 
IX. 

Zinc  palmitale . 

Zinc  salicylate .  For  use  only  in  rigid  polyvinyl  chloride  and/or  in  rigid  vinyl  chloride 

copolymers  complying  with  {  177.1980  of  this  chapter:  Pmeided,  That 
total  salicylates  (calculated  as  the  acid)  do  not  exceed  0.3  percent  by 
weight  of  such  polymers. 

Zinc  stearate . 


Zinc  dibutyldithiocarbamate. 


§  178.2550  4-H>-droxymethyl-2,6-di-t^rf- 
butylpiienol. 

4  -  Hydroxymethyl  -  2,6  -di  -tert  -butyl- 
phenol  may  be  safely  used  as  an  anti¬ 
oxidant  in  articles  intended  for  use  in 
contact  with  food,  in  accordance  with 
the  following  prescribed  conditions: 

(a)  The  additive  has  a  scdidilication 
point  of  140“-141®  C. 

(b)  The  concentration  of  the  additive 
and  any  other  permitted  antioxidants  in 
the  finished  food-contact  article  does  not 
exceed  a  total  of  0.5  milligram  per  square 
inch  of  food-contact  surface. 

§  178.2650  Ortyltin  stabilizers  in  vinyl 
rliloride  plastics. 

The  octyltin  chemicals  identified  in 
paragraph  (a)  of  this  section  may  be 
safely  used  alone  or  in  combination,  at 
levels  not  to  exceed  a  total  of  3  parts  per 
hundred  of  resin,  as  stabilizers  in  poly¬ 
vinyl  chloride  and  vinyl  chloride  copoly¬ 
mers  complying  with  the  provisiems  of 
§  177.1950  or  §  177.1980  of  this  chapter 


and  that  are  intoided  for  use  In  contact 
with  food  of  types  I,  n,  m,  IV  (except 
liquid  milk),  V,  VI  (except  malt  bever¬ 
ages  and  carbonated  nonalcf^olic  bev¬ 
erages),  VII,  Vin.  and  IX  described  in 
table  1  of  §  176.170(c)  of  this  chapter, 
in  accordance  with  the  following  pre¬ 
scribed  conditions: 

(a)  For  the  purpose  of  this  section, 
the  octyltin  chemicals  are  those  identi¬ 
fied  in  paragraphs  (a)  (1)  and  (2)  of 
this  section. 

(1)  Di(n  -  octyl)  tin  S,S'-bis(isooctyl- 
mercaptoacetate)  is  an  octyltin  chemical 
having  15.1  to  16.4  percent  by  weight  of 
tin  (Sn)  and  having  8.1  to  8.9  percent 
by  weight  of  mercapto  sulfur.  It  is  made 
from  (di(n-octyl)  tin  dichloride  or  di(n- 
octyDtin  oxide.  The  isooctyl  radical  in 
the  mercaptoacetate  is  derived  from  oxo 
process  isooctyl  alcohol.  Di(n-octyl)tin 
dichloride  has  an  organotin  composition 
that  is  not  less  than  95  percent  by  weight 
dif7i-octyl)tin  dichloride,  not  more  than 
5  percent  by  weight  total  of  n-octyltin 
trichloride  and/or  tri(n-octyl)tin  chlo¬ 


ride  and/or  higher  (more  than  eight  (8) 
carbon)  alkyl  tin  chlorides,  not  more 
than  0.2  percent  by  weight  total  of  other 
eight  (8)  carbon  isomeric  alkyltin  deriva¬ 
tives,  and  not  more  than  0.1  percent  by 
weight  lower  (less  than  eight  (8)  car¬ 
bon)  homologous  alkyltin  derivatives. 
Di(n-octyl)  tin  oxide  has  an  organotin 
composition  that  is  not  less  than  95  per¬ 
cent  by  weight  di(n-octyl)  tin  oxide,  not 
more  than  5  percent  by  weight  of  bis 
[tri(n-octyl)tin]  oxide,  and/or  mono  n- 
octyltin  oxide,  and/or  higher  (more  than 
eight  (8)  carbon)  alkyltin  oxides,  not 
more  than  0.2  percent  by  weight  of  iso- 
meric-octyltin  oxides,  and  not  more  than 
0.1  percent  by  weight  of  lower  (less  than 
eight  (8)  carbon)  alkyltin  oxides. 

(2)  Di(7»-octyl)tin  maleate  polymer  is 
an  octyltin  chemical  having  the  formula 
[(C)JIi7)sSnC4Hi04ln  (where  n  is  between 
2  and  4  inclusive),  having  25.2  to  26.6 
percent  by  weight  of  tin  (Sn)  and  hav¬ 
ing  a  saponification  number  of  225  to 
255.  It  is  made  from  di(n-octyl)tin  di¬ 
chloride  or  di(n-octyl)tin  oxide  meeting 
the  specifications  prescribed  for  di(n- 
octyDtin  dichloride  or  di(7i-octyl)  tin 
oxide  in  paragraph  (a)  (1)  of  this  sec¬ 
tion. 

(b)  The  vinyl  chloride  plastic  contain¬ 
ers,  film  or  panels  in  the  finished  form 
In  which  they  are  to  contact  food,  shall 
meet  the  following  limitations: 

(1)  The  finished  plastics  intended  for 
contact  with  foods  of  the  types  listed 
in  this  section  shall  be  extracted  with 
the  solvent  or  solvents  characterizing 
those  tsrpes  of  foods  as  determined  from 
table  2  of  §  176.170(c)  of  this  chapter  at 
the  temperature  reflecting  the  condi¬ 
tions  of-  Intended  use  as  determined 
therein.  Additionally,  extraction  tests 
for  acidic  foods  shall  be  included  and 
simulated  by  3-percent  acetic  acid  at 
temperatures  specified  for  water  in  table 
2  of  5  176.170(c)  of  this  chapter.  The  ex¬ 
traction  tests  shall  cover  at  least  three 
equilibrium  periodic  determinations,  as 
follows: 

(1)  The  exposure  time  for  the  first  de¬ 
termination  shall  be  at  least  72  hours  for 
aqueous  solvents,  and  at  least  6  hours 
for  heptane. 

(ii)  Subsequent  determinations  shall 
be  at  a  minimum  of  24-hour  intervals  for 
aqueous  solvents,  and  2-hour  Intervals 
for  heptane.  TTiese  tests  shall  yield  dl(7»- 
octyDtln  S,S'-bis(isooctylmercaptoace- 
tate)  or  di(7i-octyl)tin  maleate  polymer 
or  any  combination  thereof  not  to  exceed 
0.5  part  per  million  as  determined  by  an 
analytical  method  available  upon  request 
from  the  Commissioner  of  Food  and 
Drugs. 

(2)  In  lieu  of  the  tests  prescribed  in 
paragraph  (b)  (1)  of  this  section,  the  fin¬ 
ished  plastics  intended  for  contact  with 
foods  only  of  types  II,  V,  VI-A  (except 
malt  beverages) ,  and  VI-C  may  be  end- 
tested  with  food -simulating  solvents, 
under  conditions  of  time  and  tempera¬ 
ture,  as  specified  below,  whereby  such 
tests  shall  yield  the  octyltin  residues 
cited  in  paragraph  (b)(1)  of  this  section 
not  in  excess  of  0.5  ppm: 
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RULES  AND  REGULATIONS 


Tcmponi- 

Food-fiiinulatlni;  Time  ture 

aolvent  (hours)  (degrees 

Fahren¬ 
heit) 


Typ*  II . 

.  AoeUc  acid,  3  pet _ 

48 

135 

Type  V . 

Heptane . . 

2 

too 

Type  VI-A.. 

.  Ethyl  alcohol,  8  pet. 

24 

120 

Type  VI-C.. 

.  Ethyl  ak'oliol,  50 

24 

120 

pet. 


Subpart  D — Cbrtain  Adjuvants  and 
Production  Aids 

§  178.3010  .4djuvant  substanreti  ummI  in 
the  manufacture  of  foamed  poly¬ 
styrene. 

Tlie  following  substances  may  be  safely 
used  as  adjuvants  in  the  manufacture  of 
foamed  polystyrene  intended  for  use  in 
contact  with  food,  subject  to  any  pre¬ 
scribed  limitations: 


Lift  of  $ub*taitcr$  ,  JJiHitatmuM 

la^ntaiie .  For  use  as  blowing  agent. 

n-I^ntane .  I'o-  ...  „  ,  . 

112  2-TetmililoiwthyIene . . .  For  use  only  a.s  a  blowing  agent  adjuvant  at  a  level  not  to  exceed  O..JVc  by 

’  ’  '  weight  ot  tiiiished  (oaineU  polystyrene  intended  fcr  use  in  eontai't  with 

food  only  oJ  the  types  ideutilied  in  1 176. 170(e)  ot  this  chapter,  table  1, 
under  categories  1,  il,  VI,  and  Vlll. 

Toluene .  For  use  only  as  a  blowing  agent  adjuvant  at  a  level  nut  to  exceed  0..15%  by 

weight  of  tinished  foauKHl  polystyrene. 


§  178.3120  .4nimul  glue. 

Animal  glue  may  be  safely  used  as  a 
comiionent  of  articles  intended  for  use 
in  producing,  manufacturing,  packing, 
processing,  preparing,  treating,  packag¬ 
ing,  transporting,  or  holding  food,  sub¬ 
ject  to  the  provisions  of  this  section. 

(a)  Animal  glue  consists  of  the  pro¬ 
teinaceous  extractives  obtained  from 
hides,  bones,  and  other  collagen-rich 
substances  of  animal  origin  (excluding 
diseased  or  rotted  animals),  to  which 
may  be  added  other  optional  adjuvant 
substances  required  in  its  production  or 
added  to  impart  desired  properties. 

(b)  The  quantity  of  any  substance 
employed  in  the  production  of  animal 
glue  does  not  exceed  the  amount  reason¬ 
ably  required  to  accomplish  the  intended 


physical  or  technical  effect  nor  any  limi¬ 
tation  further  provided. 

.  (c)  Any  substance  employed  in  the 
production  of  animal  glue  and  which  is 
the  subject  of  a  regulation  in  Parts  174, 
175,  176,  177,  178  and  §  179.45  of  this 
chapter  conforms  with  any  specification 
in  such  regulation. 

(d)  Optional  adjuvant  substances  em¬ 
ployed  in  the  production  of  animal  glue 
include: 

(1)  Substances  generally  recognized 
as  safe  in  food. 

<2>  Substances  subject  to  prior  .sanc¬ 
tion  or  ai>proval  for  use  in  animal  glue 
and  used  in  accordance  with  such  sanc¬ 
tion  or  approval. 

(3)  Substances  identiffed  in  this  para¬ 
graph  (d)(3)  and  subject  to  such  limita¬ 
tions  as  are  provided: 


Lt»t  oj  tubstancen  ■  Limitationt 

Ahini  (doubfo  !!ulfot<>  of  sluniinuni  oiid 
winnioiiiuiii.  potassium,  or  sodium). 

4-('hloro-3-methylpheiiol( p-chloroiiirla-  For  use  as  preservative  only, 
ereeol). 

Chromium  potassium  sulfate  (elirome  For  use  only  in  glue  u.se<l  as  a  eolloidal  lloevulant  added  to  the  pulp  sus- 
aluin).  pt'iision  prior  to  the  sheet-forming  operation  in  I  he  inanu^ture  of  itaper 

and  paper  board. 

9,5-r)imethyl-l,3,.'i,2//-letraliydrothia-  For  use  as  preservative  only. 
diaune-2-thiono. 

Disodium  eyanodithioimidoearbonate.  Do. 

Defoaming  agents .  .\s  provided  in  {  17C.210of  this  oliapter. 

Ethanolamine . 

Kthylenediamine . . . . . 

Formaldehyde .  For  u.se  as  a  preservative  only. 

Potassium  A'-methylditliioearbamate..  Do. 

Potassium  pentaehloroplieiukte .  Do. 

Rosins  and  rosin  derivatives .  As  provid*  d  in  {  178.:t87n. 

Sodium  chlorate . 

Sodium  dodecylbenxenesulfonate . 

Sodium  2-merraptobenzothiazole .  For  use  as  pre.servative  otily. 

Sodium  pentaelilorophenate .  Do. 

Sodium  o-phenylphenate .  Do. 

Zinc  dimethyiditnioearbamate .  Do. 

Zinc  2-meivaplobenrothiazole .  Do. 


(4)  It  is  used  as  a  protective  colloid  in 
resinous  and  polymeric  emulsion  coat¬ 
ings. 

§  178.3130  .4ntiKtatic  and/or  antifog¬ 
ging  agrnta  in  food-packaging  ma- 
Irriala. 

The  substances  listed  in  paragraph  (b) 
of  this  section  may  be  safely  used  as 
antistatic  and/CH*  antifogging  agents  in 
food-packaging  materials,  subject  to  the 
provt^ons  of  this  section: 

(a)  The  quantity  used  shall  not  ex¬ 
ceed  the  amount  reasonably  required  to 
accomplish  the  intended  technical  effect. 

(b)  List  of  substances: 


(e)  TTie  cemditions  .of  use  are  as 
follows: 

(1)  The  use  of  animal  glue  in  any  sub¬ 
stance  or  article  that  is  the  subject  of  a 
regulation  in  this  subpart  conforms  with 
any  specifications  (u:  limitations  pre¬ 
scribed  by  such  regulation  for  the  fin¬ 
ished  form  of  the  substance  or  article. 

(2)  It  is  used  as  an  adhesive  or  com¬ 
ponent  of  an  adhesive  in  accordance 
with  the  provisions  of  §  175.105  of  this 
chapter. 

(3)  It  is  used  as  a  colloidal  flocculant 
added  to  the  pulp  suspension  prior  to  the 
sheet-forming  operation  in  the  manu¬ 
facture  of  paper  and  paperboard. 
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List  oj  substances 
Alptia-(f'arboiyinethyl)-omf«8-(tetra- 
decyloxy)  pofy-oxyethylene) 

A'-Acyl  saroosines  where  the  acyl  group 
is  laoroyl,  oleoyl,  or  derived  from  the 
combined  fatty  acids  of  coconut  oil. 


.iV.A'-Bisti-hydroxyethyllalkyKCir 

C'lilamine 

A’',A'-Bis(2-hydroiyethyl)  alkylamine, 
where  the  alkyl  groups  (Cm  Cm)  are 
derived  from  tallow. 


A’,A'  -  Bis(2  -  hydroxyethyl)  dodecana- 
mide  produc(‘d  when  diethanolamine 
is  made  to  react  with  methyriaurate 
such  that  the  hnished  product:  Has 
a  minimum  melting  point  of  36°  C; 
lias  a  minimum  amide  assay  of  90 
percent;  contains  no  more  than  2  per¬ 
cent  by  weight  of  free  diethanolamine: 
and  contains  no  more  than  0.5  percent 
by  weight  of  A\A’'-bis(2-hydroxy- 
ethyDpiperazine,  as  determined  by 
paiier  chromatography  method. 

o-n-l)odecanol-ow>(go-hydroxypoly  (oxy- 
ethylene)  produced  by  the  condensa¬ 
tion  of  1  mole  of  n-dodecanol  with  an 
average  of  9.5  moles  of  ethylene  oxide 
to  form  acondensate  liaving  a  hydroxyl 
content  of  2.7  to  2.9  pet  and  having  a 
cloud  point  of  80°  C  to  92°  C  in  1  jict 
by  weight  aqueous  solution. 

Glycerol  ester  mixtures  of  ricinoleic 
acid,  containing  not  more  than  50  pet 
nionoricinoleate,  45  pet  diriciiioleate, 
10  pet  triricinoleate,  and  3.3  pet  free 
glyci'rine. 


Limitations 

For  use  Old  V  as  an  antistatic  and/or  antifogging  a^ent  at  levels  not  to  exceed 
0.2  pet  by  weight  in  polyoletiu  tilm  not  exceeding  0.001  inch  thickness. 

For  use  only: 

1.  As  antistatic  and/or  antifogging  agent  at  levels  not  to  exceed  a 

total  of  0.15  pet  by  weight  of  polyolefin  film  used  for  packaging 
meat,  fresh  fruits,  and  fresh  vegetables.  The  average  thickness  of 
such  polyolefin  film  shall  not  exceed  0.003  inch. 

2.  As  antistatic  and/or  antifogging  agent  at  levels  not  to  exceed  a 

total  of  0.15  pet  by  weight  of  etriylene-vlnyl  acetate  copolymer 
film  complying  with  {  177.1850  of  this  chapter  and  used  for  pack¬ 
aging  meat,  fresh  fruits,  fresh  vegetables,  and  dry  food  of  type 
\i  II  descrilied  in  table  1  of  5  176.170(c)  of  this  chapter.  The  average 
thickness  of  such  ethylene-vinyl  acetate  copolymer  film  shall  not 
exceed  0.003  inch  wiien  used  for  packaging  meat,  fresh  fruits,  and 
fresh  vegetables. 

For  use  only  as  an  antistatic  agent  at  levels  not  to  exceed  0.1  |Hi  by  weight 
of  ixilyolefln  food-contact  films. 

For  use  only: 

1.  As  an  antistatic  agent  at  levels  not  to  exci'od  0.15  pet  by  weight  in 

molded  or  extruded  polyethylene  containers  that  contact  fomi 
only  of  the  types  identitiM  in  i  176.170(c)  of  this  chapter,  tal.de  1, 
under  types  I,  I\'-B,  VI-B,  VH-B,  and  VHI,  under  the  conditions 
of  use  E  through  0  descrilx'd  in  table  2  of  §  176.170(c)  of  this 
chapter  provided  such  foods  have  a  pli  aliove  5.0. 

2.  As  an  antistatic  agent  at  levels  not  to  exceed  0.10  mg.  per  .squaie  inch 

of  food-contact  surface  in  vinylidene  chloride  copolymer  coatings 
complying  with  175.320, 177.1200,  or  177.1630of  this  chapter,  pro¬ 
vided  that  such  coatings  contact  food  only  of  the  types  identified 
in  5  176.170(c)  of  this  chapter,  table  1,  under  types  I,  IV',  VII, 
VIII,  and  IX  under  the  conditions  of  use  E  through  Q  described 
in  table  2  of  §  176.170(c)  of  this  chapter.  The  finished  copolymers 
shall  contain  at  least  70  weight  pet  of  |>olymer  units  derived  from 
vinylidene  chloride;  and  shall  contain  not  more  than  5  weight 
pet  of  total  polymer  units  derived  from  acrylamide,  acrylic  acid, 
fumaric  acid,  itaconic  acid,  methacrylic  acid,  octadecyl  meth¬ 
acrylate,  and  vinyl  sulfonic  acid. 

For  use  only  as  an  antistatic  agent  at  levels  not  to  exceed  0.5  percent  by 
weight  of  molded  or  extruded  polyethylene  containers  intended  for 
contact  with  honey,  chocolate  syrup,  liquid  sweeteners,  condiments, 
flavor  extracts  and  liquid  flavor  concentrates,  grated  cheese,  light  and 
heavy  cream,  yogurt,  and  foods  of  type  VIII  as  described  in  table  1  of 
§  176.170(c)  of  this  chapter. 


For  u.se  only  as  an  antistatic  agent  at  levels  not  toevci'i'd  0.2  pet  by  weight 
in  low-density  polyethylene  film  liax'ing  an  average  thickne.ss  not  ex¬ 
ceeding  (MKI5  inch. 


As  an  aiitifogging  agent  at  levels  not  exceeding  1.5  pet  by  weight  of  iH-r- 
mitted  plasticized  vinyl  chloride  homo-and,ur  i-opolymers. 


§  178.3280  Castor  oil,  hydrogenated. 

Hydrogenated  castor  oil  may  be  safely 
used  in  the  manufacture  of  articles  or 
components  of  articles  intended  for  use 
in  contact  with  food  subject  to  the  pro¬ 


visions  of  this  section.  ' 

(a)  The  quantity  used  shall  not  ex¬ 
ceed  the  amount  reasonably  required  to 
accomplish  the  intended  technical  effect. 

(b)  The  additive  is  used  as  follows: 


(V 


Limitations 


1.  .\s  a  lubricant  for  vinyl  chloride  poly¬ 

mers  used  in  the  manhfwturc  of 
articles  or  components  of  articles 
authorized  for  food-contact  use. 

2.  As  a  component  cf  cellophane . 

3.  As  a  component  of  resinous  and  poly¬ 

meric  coatings. 

4.  As  a  component  of  paper  and  paper- 

lioard  in  contact  with  aiiueous  and 
fatty  food. 

B.  As  a  component  of  closures  with  seal¬ 
ing  gaskets  for  food  containers. 

6.  As  a  component  of  cross-linked  poly¬ 
ester  icsins. 


For  use  only  at  levels  not  to  exceed  4  pet  by  weight  of  vinyl  chloride  ixily- 
ineis. 


Complying  with  §  177.1200  of  this  chapter. 
Complying  with  §  175.,300  of  this  chapter. 

Complying  with  {  176.170  of  this  chapter. 

Complying  with  1 177.1210  of  this  chapter. 
Complying  with  $  177.2420  of  this  chapter. 


§  178.3290  Chromic  chloride  complexes. 

Myristo  chromic  chloride  complex  and 
stearato  chronic  chloride  complex  may 
be  safely  used  as  release  agents  in  the 
closure  area  of  piackaging  containers  in¬ 
tended  for  use  in  producing,  manufac¬ 


turing,  packing,  processing,  preparing, 
treating,  packaging,  transporting,  or 
holding  food,  subject  to  the  provisions 
of  this  section: 

(a)  The  quantity  used  shall  not  ex¬ 
ceed  that  reasonably  required  to  acewn- 


plish  the  intended  technical  effect  nor 
exceed  7  micrograms  of  chromium  per 
square  inch  of  closure  area. 

(b)  The  packaging  container  which 
has  its  closure  area  treated  with  the  re¬ 
lease  agent  shall  have  a  capacity  of  not 
less  than  120  grams  of  food  per  square 
inch  of  such  treated  closiu-e  area. 

§  178.3300  Corrosion  inhibitors  used 
for  8te<‘l  or  tinplate. 

Corrosion  inhibitors  may  be  safely 
used  for  steel  or  tinplate  intended  for 
use  in,  or  to  be  fabricated  as,  food  con¬ 
tainers  or  food-processing  or  handling 
equipment,  subject  to  the  provisions  of 
this  section. 

(a)  The  corrosion  inhibitors  are  pre¬ 
pared  from  substances  identified  in  this 
section  and  used  subject  to  the  limita¬ 
tions  prescribed. 

(b)  The  following  corrosion  inhibitors 
or  adjuvants  are  used  in  amounts  not 
to  exceed  those  reasonably  required  to 
accomplish  the  intended  physical  or 
technical  effect: 

(1)  Corrosion  inhibitors  (active  in¬ 
gredients).  used  in  packaging  materials 
for  the  packaging  of  steel  or  tinplate  or 
articles  fabricated  therefrom: 

List  of  substances  Limitations 

Dlcyclohexylamlne  and  its  salts  of _ 

fatty  acids  derived  from  animal 
or  vegetable  oU. 

Dlcyclohexylamlne  nitrite _ _ 

Morpholine  and  its  salts  of  fatty _ 

acids  derived  from  animal  or  veg¬ 
etable  oils. 

(2)  Adjuvants  employed  in  the  ap¬ 

plication  and  use  of  corrosion  inhibitors: 

^  List  of  substances  Limitations 

Propylene  glycol _  _ 

§  178.3400  Emulsifiers  and/or  siirfaro- 
active  agents. 

The  substances  listed  in  paragraph  (c) 
of  this  section  may  be  safely  used  as 
emulsifiers  and/or  surface-active  agents 
in  the  manufacture  of  articles  or  com¬ 
ponents  of  articles  intended  for  use  in 
producing,  manufacturing,  packing, 
processing,  preparing,  treating,  packag¬ 
ing,  transporting,  or  holding  food,  sub¬ 
ject  to  the  provisions  of  this  section. 

(a)  The  quantity  used  shall  not  ex¬ 
ceed  the  amount  reasonably  required  to 
accomplish  the  intended  technical  effect; 
and  the  quantity  that  may  become  a 
compionent  of  food  as  a  result  of  such  use 
shall  not  be  intended  to,  nor  in  fact, 
accomplish  any  physical  or  technical  ef¬ 
fect  in  the  food  itself. 

(b)  The  use  as  an  emulsifier  and/or 
surface-active  agent  in  any  substance  or 
article  that  is  the  subject  of  a  regula¬ 
tion  in  Parts  174,  175,  176,  177,  178  and 
S  179.45  of  this  chapter  conforms  with 
any  specifications  and  limitations  pre¬ 
scribed  by  such  regulation  for  the  fin¬ 
ished  form  of  the  substance  or  article. 

(c)  List  of  substances: 
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List  of  lubstanees 

o-Alkyl-,  <T-alk<‘nyI-.  and  a-alkylaryl- 
om  r(;a-hydroxypoly(oxyeth  y  lene) 
niixturp  consisting  of  30  weight  pet 
of  «-i2, 4, 6-trii8obutylphenyl)-oiiirffa- 
hy'lroxypoly(oxyethylene)  having  an 
average  poly(oiyethylene)  content  of 
7  moles  and  70  weight  ^t  of  a  1:1 
weight  ratio  mixtare  of 
oi-tadeoeiiyl  -  omega  -  hydroxypoly- 
(oxyethylenr)  having  an  average  poly- 
loxyetliylene)  content  of  18  moles  and 
o-alkyl  ( (’  a-Cw)  -omega  -  hydroxy  poly- 
(oxyethyk-ne)  having  an  average  poly- 
(cxyethylene)  content  of  18  moles. 

a-Alky  1-0  meg  o-hydroxy  poly  (oxyet  hyl- 
ene)  produced  by  condeimtion  of  1 
mole  of  t'li-Cu  straight -chain  ran¬ 
domly  substituted  secondary  altxihnls 
with  an  averagt>  of  7-20  moles  of  ethyl¬ 
ene  oxide. 

n-AlkyLsulfonate  (alkyl  group  is  in  the 
range  Ci#-Cu  witli  not  less  than  SO 
pel  (CirCii). 


Ammonium  salt  of  efioxiditetl  oleic 
acid,  produced  from  epoxidixed  oleic 
acid  (predominantly  dinydroxysteahe 
and  acetoxyhydroxystearic  acids) 
meeting  the  following  speeincatious; 
Arid  number  100-180,  saponifleation 
numlier  210-235,  iodine  number  2-15, 
and  epoxy  groii^  0^.4  percent. 


Limitations 

For  use  only  at  levels  not  to  exceed  0.5  iH-t  by  weight  of  coatines  c«*mpl>ing 
with  1 175.320  of  this  chapter  aitd  limited  to  use  as  an  etnulsiher  for  poly- 
hydric  alcohol  diesters  used  as  provided  in  {  178.3770(b).  The  weight  of 
the  finished  coating  shall  not  exceed  2  inilligrains  per  s<inar<'  ineh  of 
(ood-contact  surface. 


For  usi’  only: 

1.  .\s  pix)vi<lcd  in  i  178.170  ol  this  chapter. 

2.  At  levels  not  to  excivd  2  |Vt  by  weight  of  imly  vinyl  chloride  and. or 

vinyl  chloride  co|>olymcrs  complying  with  $  177.1’.e<0  of  this  chafs 
ter. 

For  use  only: 

1.  .\s  a  pulyineiiiation  emulsitier  at  levels  not  to  e\ci>c»l  I..>  iwt  by 

weight  of  vinvl  chloride  polymers  used  as  components  of  nonfood 
'articles  complyitig  with  H  175.105,  175.9)0,  176.170,  176.180,  and 
177.1210  of  llUs  chapter.  Such  vinyl  chloride  polymers  are  limited  to 
polyvinyl  chloride  and/or  vinyl  chloride  i-opolymers  complying 
with  ( 177.1<JSO  of  this  chapter. 

2.  As  a  polymerixation  emulsifier  at  levels  not  to  exceed  1.5  pet  by 

weight  of  vinyl  chlorideviityl  acetate  coimlymers  used  as  com¬ 
ponents  of  nonfood  articles  complying  with  ii  17.5.105,  17.7.300. 
176.170.  176  180.  and  177.1210  of  this  chapter. 


a-l)i-«tc-butyIphcuyl-awirga-hydroxy- 
l)oly(oxyethylene)  product  by  the 
condensation  of  1  mole  of  di-«rc-bu- 
tylphenol  with  an  average  of  4-14  or 
.tO-M  moles  of  ethylene  oxide;  if  a 
blend  of  products  is  used,  the  aver¬ 
age  numiter  of  moles  of  ethylene  oxide 
reacted  to  produce  any  product  that 
is  a  component  of  the  blend  shall  lie 
in  the  range  4-14  or  30-,50;  lec-butyl 
groups  are  predominantly  (9U  percent 
or  more)  o-,  p-substituents. 
a-  Dodecy l-o/N(ga-hydroxpoly  (oxyet  h  y  1- 
ene)  mixture  of  dihydi^cn  phos¬ 
phate  and  monohydrogen  phosphate 
esters  thak  have  an  acid  number  (to  pH 
.5.2)  of  103-111  and  (hat  are  pixxluced 
by  the  esterification  of  the  condensa¬ 
tion  product  of  1  mole  of  n-dodecyl 
ali-ohol  with  4-4..5  moles  of  ethylene 
oxide. 

a-ip~Do<lteulpkengl)-omiga  Uydroxy- 
polyfoiyethylcne)  produced  by  tlie 
(■ondensation  of  1  mole  of  dotleeyl- 
phenol  (dodeeyl  group  is  a  propylene 
tetranier  isomer)  with  an  average  of 
4-14  or  30-.50  moles  of  ethylene  oxide; 
if  a  blend  of  products  is  used,  the  aver¬ 
age  number  of  moles  of  ethyletie  oxMe 
reacted  to  produce  any  product  that  is 
a  component  of  the  blend  shall  be  in 
the  range  4-14  or  30-50. 
a  -  (p  -  Notiylplienyl)  -  omega  -  hydroxy- 
fwlyfoxyethylene)  mixture  of  dihy- 
drogen  phosphate  and  monohydrogen 
phosphate  esters  that  have  an  acid 
ntimlter  (to  pH  .5.2)  of  40-59  and  that 
are  produced  by  the  esterification  of 
a-(p  -  iionylpheny  1)  -omega-hydroxy- 
l)oly(oxyethyleue)  complying  with 
the  identity  |>rescri)>ed  in  }  178.3400(c) 
and  having  an  average  poly(oxyethyl- 
ene)  content  of  5.5-6.5  mol^. 
o-tp-NonylphenyD-omrga-hydroxypoly 
(oxyet  hylene)  mixture  of  dihydrogen 
phasphate  and  monohydrogen  phos¬ 
phate  esters  that  have  an  acid  num¬ 
ber  (to  pll  5.2)  01  62-72  and  that  are 
produced  by  the  esterification  of  a- 
(p-nonylphenyD-omega-hydroxypoly 
(oxyet  hylene)  complying  with  the 
identity  prescribed  in  |  l78.S400(c) 
and  having  an  average  poly(oxy- 
ethylene)  content  of  0-10  mole^ 
«-(p-Nonylphcnyl)-omega-hydroxypoly 
(oxyethylene)  mixture  of  dihydrogen 
phosphate  and  monohydrogen  phos¬ 
phate  esters  that  have  an  acid  num¬ 
ber  (to  pH  5.2)  of  08-110  and  that  are 
producra  by  the  esterification  Oi  o- 
(p-nonylpbenyl)-onu^bydroxypoly 
(oxyethylene)  complying  with  the 
identity  prescribed  in  1 178.8400(c) 
and  having  an  average  poly  (oxyet  hyl¬ 
ene)  content  of  45-  55  moles. 
•-(p-Nonyiphenyl)-onieffa-hydroxypoly 
(oxyethylene)  produced  by  the  con- 
deiimtion  of  1  mole  of  nonylphenol 
(ixmyl  group  is  a  propylene  trimer 
isomer)  with  an  average  of  4-14  or  30- 
50  moles  of  ethylene  oxide;  if  a  blend 
of  products  is  used,  the  average  num¬ 
ber  of  moles  of  ethylene  oxide  reacted 
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Lint  of  Sul  ita”Cft 


LimkaHont 


to  produce  any  pn>du<‘t  that  is  a  com¬ 
ponent  of  the  blend  shall  be  in  t  he 
range  4tU  or  30-50. 

o-(p-Nonylpheiiyl)-o7nff/a-hydroxypoly 
(oxyethylene)  sulfate,  ainnioniutn  or 
sodium  salt:  the  noiiyl  group  is  a 
propylene  trimer  isomer  and  the  poly 
(oxyethylene)  eontenl  average  4 


lyuics. 

I’oiy (ox  y propylene)  (4.5-48  moles)  block 
polymer  with  |)oly(oxyethylene). 
I'he  finished  bliK-k  polymers  meet 
the  following  specifications:  Average 
molecular  weight  11.(110-18,000;  hy¬ 
droxyl  iiumlier  6.2-10.2:  cloud  iroint 
above  1(X)°  C.  for  10  pet  solution. 

Polysorliate  20  (polyoxyethylene  (20) 
sorbitan  monolaurate)  meeting  the 
following  specifications:  Saponifica¬ 
tion  number  40-.50,  acid  numljer  0-2, 
hydroxyl  number  60-108,  oxyethylene 
content  70-74  pet. 

Tolysorbate  40  (polyoxyethylene  (20) 
sorbitan  monof^mitate)  meeting  the 
following  specifications:  Saponifica¬ 
tion  number  41-52,  oxyethylene  con¬ 
tent  66-70.5  pet. 

Polysorbate  60  conforming  to  the  iden¬ 
tity  prescribed  in  §  172.886  of  this 
chapter. 

Polysorbate  65  conforming  to  the  iden¬ 
tity  prescribed  in  §  172.838  of  tliis 
chapter. 

Polysorbate  80  conforming  to  the  iden¬ 
tity  prescribed  in  { 172.840  of  this 
chapter. 

Polysorbate  85  (polyoxyethylene  (20) 
sorbitan  trioleate)  meeting  the  follow¬ 
ing  specifications:  Saponification 
number  80-95,  oxyethylene  content 
46-50  percent. 

Sodium  n-alkylbenzencsulfonate  (alkyl 
group  preslominantiy  Cu  and  Cu  and 
not  less  than  95  percent  Cioto  Cu). 

Sodium  1,4-dicylcohexyl  sulfosuccinate. 

Sodium  1,4-dihexyl  sulfosuccinate . 

Sodium  1,4-diisobutyl  sulfosuccinate... 

Sodium  dioctyl  sulfosuccinate . 

Sodium  1,4-dipenlyl  sulfosuccinate . 

Sodium  1,4-ditrldecyl  sulfosuccinate... 

Sodium  lauryl  sulfate . 

Sodium  monoalkylphenoxybenienedi- 
sulfonate  and  sodium  dialkylphenoxy- 
l>enzenedisulfonate  mixtures  contain¬ 
ing  not  less  than  70  ix:t  of  the  mono- 
alkylated  product  where  the  alkyl 
group  is  C»-Cu. 

Sorbitan  monolaurate  meeting  the  fol¬ 
lowing  specifications:  Saponification 
number  153-170;  and  hydroxyl  num¬ 
ber  330-360. 

Sorbitan  monooleate  meeting  the  follow¬ 
ing  specifications:  Saponification 
number  145-160,  hydroxyl  number 
193-210. 

Sorbitan  monopalmitate  meeting  the 
following  specifications:  Saponifica¬ 
tion  No.  140-150;  and  hydroxyl  No. 
275-305. 

Sorbitan  monosteaiate  eonfonning  to 
the  identity  prescribed  in  $  172.^  of 
this  chapter. 

Sorbitan  trioleate  meeting  the  following 
specifications:  Sapcnilication  No.  170- 
190;  and  hydroxyl  No.  55-60. 

Sorbitan  tristearate  meeting  the  follow¬ 
ing  specifications:  Saixmification  No. 
176-188;  and  hydroxyl  No.  66-80. 

o-|p-(l  ,1 ,8,8-Tetramet  hylbut  yDphenyll- 
oiargo-hydroxypoly(oxyelhylene)  pro¬ 
duced  by  the  condensation  of  1  mole 
of  p-(l,l,3,3-tetramethylbutyl)  phenol 
with  an  average  of  4-14  or  30-40  moles 
of  ethylene  oxide;  if  a  blend  of  prod¬ 
ucts  is  used,  the  average  numl^r  of 
moles  of  ethylene  oxide  reacted  to 
produce  any  product  that  is  a  com¬ 
ponent  of  the  blend  shall  be  in  the 
range  4-14  or  30-50. 

Tetrakidium  )V-(l,2-dicarboxyethyl)- 
fV-octadecyl-sulfosuccinamate. 

a  -  Tridecyl  -  omega  -  hydroxypoly 
(oxyethylene)  mixture  of  dihydro¬ 
gen  phosphate  and  monohydrogen 
phosphate  esters  that  have  an  acid 
number  (to  pH  5.2)  of  75-85  and 
that  are  produced  by  the  esterifica¬ 
tion  of  the  condensation  product  of 
one  mole  of  “oio”  process  tridecyl 
alcohol  with  5.5-6.5  moles  of  ethyl¬ 
ene  oxide. 

a  -  Tridecyl  -  omega  -  hydroxypoly 
(oxyethylene)  mixture  of  dihydro¬ 
gen  phosphate  and  monohydrogen 
phosphate  esters  that  have  an  acid 
number  (to  pH  5.2)  of  58-70  and 
that  are  produced  by  the  esterifica¬ 
tion  of  the  condensation  iwoduct  of 
one  mole  of  “oxo”  process  tridecyl 
alcohol  with  9-10  moles  of  ethylene 
oxide. 


For  use  only  as  a  stufaee -active  agent  at  levels  not  to  exceed  0.5  percent  by 
weight  of  polyolefin  fibn  or  polyolefin  coalings.  Such  polyoleto  film  and 
polyolefin  coatings  shall  have  an  average  thickness  not  to  exceed  0.005 
inch  and  shall  be  limited  to  use  n  contact  with  foods  that  liave  a  pH 
above  5.0  and  that  contain  no  more  than  8  pet  of  alcohol. 


For  use  only  as  a  component  of  nonfood  articles  complying  with  |{  175.- 
300.  175.320.  175.380,  176.170,  176.180,  177.1010,  177.1200,  177.1630,  177.- 
2600, 177.2800,  of  this  chapter  and  {  178.3120. 


For  use  only  as  a  polymerisation  emulsifier  for  resins  applied  to  tea-bag 
materiaL 
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(d)  The  provisions  of  this  section  are 
not  applicable  to  emulsifiers  and/or  sur¬ 
face-active  agents  listed  in  §  175.105(c) 
(5)  of  this  chapter  and  used  in  food¬ 
packaging  adhesives  complying  with 
§  175.105  of  this  chapter. 

§  178.3450  Estors  of  stearic  uiul  palmitic 
acids. 

The  ester  stearyl  palmitate  or  palmityl 
stearate  or  mixtiu^  thereof  may  be 
safely  used  as  adjuvants  in  food-pack¬ 
aging  materials  when  used  in  accordance 
with  the  f (blowing  prescribed  conditions: 

<a)  They  are  used  or  intended  for  tise 
as  plasticizers  or  lubricants  in  polysty¬ 
rene  intended  for  use  in  contact  with 
food. 

(b)  They'are  added  to  the  formulated 
polymer  prior  to  extrusion. 

(c)  The  quantity  used  shall  not  exceed 
that  required  to  accomplish  the  intended 
technical  effect. 

§  178.3480  Fatly  alcohols,  synthetic. 

Synthetic  fatty  alcohols  may  be  safely 
used  as  components  of  articles  intended 
for  use  in  contact  with  food,  and  in  syn¬ 
thesizing  food  additives  and  other  sub¬ 
stances  permitted  for  use  as  components 
of  articles  intended  for  use  in  contact 
with  food  in  accordance  with  the  follow¬ 
ing  prescribed  conditions: 

(a)  The  food  additive  consists  of  fatty 
alcohols  meeting  the  specifications  and 
definition  prescribed  in  S  172.864  of  this 
chapter,  except  as  provided  in  paragraph 
(c)  of  this  section. 

(b)  It  is  used  or  intended  for  use  as 
follows: 

(1)  As  substitutes  for  the  corresp>ond- 
ing  naturally  derived  fatty  alcohols  per¬ 
mitted  for  use  as  components  of  articles 
intended  for  use  in  contact  with  food  by 
existing  regulations  in  Parts  174,  175, 176, 
177,  178  and  8  179.45  of  this  chapter: 
Provided,  That  the  use  is  in  compliance 
with  any  prescribed  limitations. 

(2)  As  substitutes  for  the  correspond¬ 
ing  naturally  derived  fatty  alcohols  used 
as  intermediates  in  the  synthesis  of  food 
additives  and  other  substances  p)ermitted 
for  use  as  components  of  food-contact 
articles. 

(c)  Synthetic  fatty  alcohols  identified 
in  paragraph  (c)(1)  of  this  section  may 
contain  not  more  than  0.8  weight  percent 
of  total  diols  as  determined  by  a  method 
available  upon  request  from  the  Com¬ 
missioner  of  Food  and  Drugs,  when  used 
as  prescribed  in  paragraph  (c>«2>  of  this 
section. 

(1)  Synthetic  fatty  alcohols.  <i)  Hexyl, 
octyl,  decyl,  lauryl,  myristyl,  cetyl,  and 
stearyl  alcohols  meeting  the  specifica¬ 
tions  and  definition  prescribed  in  §  172.- 
864  of  this  chapter,  except  that  they  may 
contain  not  more  than  0.8  weight  percent 
total  diols. 

(ii)  Lauryl,  myristyl,  cetyl,  and  stearyl 
alcohols  manufactured  by  the  process  de¬ 
scribed  in  S  172.864(a)(2)  of  this  chap¬ 
ter  such  that  lauryl  and  myristyl  alcohols 
meet  the  specifications  in  §  172.864(a) 
(l)(i)  of  Uiis  chapter,  and  cetyl  and 
stearyl  alcohols  meet  the  specifications 
in  !  172.864(a)  (1)  (ii)  of  this  chapter. 

(2)  Conditions  of  use.  (i)  Synthetic 
fatty  silcohols  as  substitutes  for  the  cor- 
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responding  naturally  derived  fatty  al¬ 
cohols  permitted  for  use  in  compliance 
with  §  178.3910. 

(ii)  Synthetic  lauryl  alcohol  as  a  sub¬ 
stitute  for  the  naturally  derived  lauryl 
alcohol  permitted  as  an  intermediate  in 
the  synthesis  of  sodium  lauryl  sulfate 
used  in  compliance  wiUi  §  178.3400.  • 

§178^3500  Glyrrrin,  synthetic. 

Synthetic  glycerin  may  be  safely  used 
as  a  component  of  articles  intended  for 
use  in  packaging  materials  for  food,  sub¬ 
ject  to  the  provisions  of  this  section: 

(a)  It  is  produced  by  the  hydrogen- 
olysis  of  carbohydrates,  and  shall  con¬ 
tain  not  in  excess  of  0.2  percent  by  weight 
of  a  mixture  of  butanetriols. 

(b)  It  is  used  in  a  quantity  not  to  ex¬ 
ceed  that  amount  reasonably  required  to 
produce  its  intended  physical  or  techni¬ 
cal  effect,  and  in  accordance  with  any 
limitations  prescribed  by  applicable  reg- 
ulatKms  in  Parts  174,  175,  176,  177,  178 
and  179  of  this  chapter.  It  shall  not 
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be  intended  to,  nor  in  fact  accomplish, 
any  direct  physical  or  technical  effect  in 
the  food  itself. 

§  178.3520  InduMrial  starrh-iiuMliliod. 

Industrial  starch-modified  may  be 
safely  used  as  a  component  of  articles 
intended  for  use  in  producing,  manufac¬ 
turing.  packing,  processing,  preparing, 
treating,  packaging,  transporting,  or 
holding  food,  subject  to  the  provisions 
of  this  section. 

(a)  Industrial  starch-modified  is  iden¬ 
tified  as  follows: 

(1)  A  food  starch-modified  or  starch 
or  any  combination  thereof  that  has  been 
modified  by  treatment  with  one  of  the 
reactants  hereinafter  specified,  in  an 
amount  reasonably  required  to  achieve 
the  desired  functional  effect  but  in  no 
event  in  excess  of  any  limitation  pre¬ 
scribed,  with  or  without  subsequent 
treatment  as  authorized  in  8  172.892  of 
this  chapter. 


LM  of  reactanlo 


Ainiuoiiiuin  pcrsuUate,  not  to 
0.3  pet.  or  in  alkaline  stan-li  not  to 
exc^  0.8  pet. 

(4  •  ChlorolHitene  •  2)  triinethylain- 
nioniuin  chloride,  not  to  exceed 


5  pet. 

S-I>lethyIaininoetliyI  chloride  hydro¬ 
chloride,  not  to  exceed  4  |iet. 

Piniethylaniinoethyl  methacrylate, 
not  to  exceed  3  pet. 

Dimelhylol  ethylene  urea,  not  to 
exceed  0..375  pet. 

2,3  -  Epoxypropyliriincthyluininoni- 
um  chloride,  not  to  exceed  .1  pet. 

Ethylene  oxide,  not  to  exceed  3  p<-t  of 
reaete<l  ethylene  oxide  in  (lnisl)e<l 
product. 

Phosphoric  a«-id,  not  to  cxctHnl  Ii  |X'I 
and  urea,  not  to  cxctH-d  20  |)cl. 


l.imilalioitf 


Iiidu.'itrial  siar.  It  in<xli'le.l  l>y  itiis  ireatineni  sliall  la*  iis-d  osily  .is  internal 
siring  (or  p-iix-r  and  iMixTlHiard  iiilen>Ie.l  for  foo'l  itackaKing. 


Indiistri  il  oi.eliiied  l>y  .Ins  Irea'inenl  shall  Ire  iis4'd  only  as  internal 

siririg  f'>r  |i:i|x‘r  I  i,a|hTi>  hpI  in’en.le.1  for  fixrd  |);)cka).'ini;. 


Indiisirial  sl:u'ch  inodined  by  this  tro  ilinent  sliall  lie  u.scd  only  as  internal 
sixiiig  for  i>ap<'r  and  paperboaid  intendtHl  for  (o<xl  packiiging  and  as 
siurface  sizinx  and  ooatiiur  for  paper  and  paperboard  that  contact  food 
only  of  types  lV-,4,  V,  VIl,\lli,and  l.X  described  in  table  1  of  1 176.170(c) 
of  this  chapter. 


(2)  A  starch  irradiated  under  one  of  the  following  conditions  to  produce  free 
radicals  for  subsequent  graft  polymerization  with  the  reactants  listed  in  this 
paragraph  (a)  (2) : 

<  (1)  Radiation  from  a  sealed  cobalt  60  source,  maximum  absorbed  dose  not  to 
exceed  5.0  megarads. 

(ii)  An  electron  beam  source  at  a  maximum  energy  of  7  million  electron  volts  of 
ionizing  radiation,  maximum  absorbed  dose  not  to  exceed  5.0  megarads. 


l.ut  of  reactant t 


T.imitationt 


.Vcrylaniidc  and  |  2-(niclhacryloyloxy) 
ctliylltrinicihylaininoniuin  methyl 
sulfate,  such  that  the  finished  indus¬ 
trial  .starch-inodilied  shall  contain: 

1.  NotTnore  than  fiO  weight  percent 

vinyl  copolymer  (of  which  not 
more  than  1)  weight  percent  is 
!2-(melhacryloyloxy)  ethyl)  tri- 
methylammonium  methyl  sul¬ 
fate). 

2.  Not  more  than  lt.2t)  fx-t  residual 

acrylamide. 

3.  .4  minimum  nitrogen  content  of 

(1.0  pet. 


For  ttse  only: 

1.  .4s  a  retention  aid  and  dry  strength  agent  employed  I  ef  >re  the  sheet - 

funning  operation  in  the  manufaetur*  of  paper  and  paperboard 
intended  to  contact  only  dry  food  of  the  tyfie  identiried  in  i  176.17it 
(c)  of  this  chapter,  table  1  under  type  VI II.  and  used  at  a  level  not 
to  exceed  0.4tl  pet  by  weight  of  the  fiitishtHl  dry  f>ap<'r  and  pa|>er- 
Ixiard  fibers. 

2.  ,4s  a  retention  aid  and  dry  strength  agent  employe*!  Itefore  the  shi'*‘l- 

forraing  operation  in  the  manufacture  of  (taper  aitd  (taperboaril 
intended  to  contact  food,  and  used  at  a  level  not  to  exeeetl  0.2.i  (xd 
by  weight  of  the  finished  dry  (taiier  and  |>a|x>rl)oard  filters. 


(b)  Hie  following  adjuvants  may  be 
used  as  surface-active  agents  in  the  prex:- 
essing  of  industrial  starch-modified: 

Polyethylene  glycol  (400)  dilaurate. 

Polyethylene  glycol  (400)  monolaurate. 

Polyoxyethylene  (4)  lauryl  ether. 

(c)  To  insure  safe  use  of  the  industrial 
starch-modified,  the  label  of  the  f<X)d 
additive  container  shall  bear  the  name 
of  the  additive  “industrial  starch-m(xii- 
fied,”  and  in  the  instance  of  an  industrial 
starch-modified  which  is  limited  with  re¬ 
spect  to  conditions  of  use,  the  label  of  the 
f(xxl  additive  container  shall  contain  a 
statement  of  such  limited  use. 


§  178.3530  Ihoparaflinic  petrulcum  liy> 

drorarboiiK,  wynlhelir. 

'  Isoparaflinic  petroleum  hydrocarbons, 
synthetic,  may  be  safely  used  in  the 
production  of  nonfood  articles  intended 
for  use  in  producing  manufacturing, 
packing,  processing,  preparing,  treating, 
packaging,  transporting,  or  heading  f(X)d, 
subject  to  the  provisions  of  this  section. 

(a)  The  isoparaffinic  petredeum  hy- 
drcxiarbons,  produced  by  synthesis  from 
petroleum  gases  consist  of  a  mixture  of 
liquid  hydrocarbons  meeting  the  follow¬ 
ing  specifications: 

Bolling  point  146*-S00*  F,  as  determined 
by  A.S.T.M.  Method  I>-«6. 
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Ultraviolet  absorbance: 

260-319  millimicrons — 1.5  maximum. 

320-329  millimicrons — 0.08  maximum. 

330-350  millimicrons — 0.05  maximum. 

Nonvcdatile  residue  0.002  gram  per  100 
milliliters  maximum. 

Synthetic  isoparaffinic  petroleum  hydro¬ 
carbons  containing  antioxidants  shall  meet 
the  specified  ultraviolet  absorbance  limits 
after  correction  lor  any  absorbance  due  to 
the  antioxidants.  The  ultraviolet  absorbance 
shall  be  determined  by  the  procedure  de¬ 
scribed  for  application  to  mineral  oil  under 
“Specifications”  on  page  66  of  the  Journal 
of  the  Association  of  Official  Agricultural 
Chemists,  Vol.  45  (February  1962),  disre¬ 
garding  the  last  sentence  of  that  procedure. 
For  hydrocarbons  boiling  below  250*  F,  the 
nonvolatile  residue  shall  be  determined  by 
A.S.TJd.  procedure  D-1353:  for  those  boiling 
above  250°  F,  A.S.T.M.  procedure  D-381  shall 
be  used. 

(b)  Isoparaffinic  petroleum  hydrocar¬ 
bons  may  contain  antioxidants  author¬ 
ized  for  use  in  food  in  an  amount  not 
to  exceed  that  reasonably  required  to  ac¬ 
complish  the  intended  technical  effect. 

(c)  Isoparaffinic  petroleum  hydrocar¬ 
bons  are  used  in  the  production  of  non¬ 
food  articles.  The  quantity  used  shall 
not  exceed  the  amount  reasonably  re¬ 
quired  to  accomplish  the  intended  tech¬ 
nical  effect,  and  the  residual  remaining 
in  the  finished  article  shall  be  the-  mini¬ 
mum  amoimt  reasonably  attainable. 

§  178.3550  Kaolin-modified. 

Kaolin-modified,  as  identified  in  this 
section,  may  be  safely  used  in  olefin  poly¬ 
mers  as  articles  or  components  of  articles 
intended  for  use  in  contact  with  food, 
subject  to  the  provisions  of  this  section. 

(a)  Kaolin-modified  is  produced  by 
treating  kaolin  with  a  reaction  product 
of  isopropyl  titanate  and  oleic  acid  in 
which  1  mole  of  isopropyl  titanate  is  re¬ 
acted  with  1  to  2  moles  of  oleic  acid.  The 
reaction  product  will  not  exceed  8  per¬ 
cent  of  the  modified  kaolin.  The  oleic  acid 
used  shall  meet  the  requirements  spec¬ 
ified  in  §  172.860  of  this  chapter. 

(b)  The  additive  is  used  as  a  pigment, 
colorant,  or  opacifier  in  olefin  polymers 
complying  with  §  177.1520  of  this  chapter 
at  levels  not  to  exceed  40  percent  by 
weight  of  the  olefin  polymer. 

§  178.3570  Lubricants  with  incidental 
food  contact. 

Lubricants  with  incidental  food  con¬ 
tact  may  be  safely  used  on  machinery 
used  for  producing,  manufacturing, 
packing,  processing,  preparing,  treat¬ 
ing,  packaging,  transporting,  or  holding 
food,  subject  to  the  provisions  of  this 
section: 

(a)  The  lubricants  are  prepared  from 
one  or  more  of  the  following  substances: 

(1)  Substances  generally  recognized 
as  safe  for  use  in  food. 

(2)  Substances  used  in  accordance 
with  the  provisions  of  a  pritn-  sanction 
or  approvaL 

(3)  Stdbstances  identified  in  this  para¬ 
graph  (a)  (3). 


Subrianeet 

Alumiiiun]  stearoyl  bmtoyl  hydi-oxide. 

BHA . 

BHT . 

Castor  oil . . . . . . 

Castor  oil,  dehydnU«d . . . 

Castor  oil,  partially  dehydrated . . 

Dialkyldiinetbylanimonniin  ahiminum 
silicate  where  the  alkyl  groups  are  de¬ 
rived  from  hydrogenated  tallow  totty 
acids  (Cii-Cu)  and  where  the  alumi¬ 
num  silicate  is  derived  from  bento¬ 
nite. 

Dimcthylpolysiloxane  (viscosity  greater 
than  300  centistokes). 

Fatty  acids  derived  from  animal  or  vege¬ 
table  sources,  aud  the  hydrogenated 
forms  of  such  fatty  acids. 

12-Hydroxystearic  acid . 

Isopropyl  oleate _ 

Mi^nesiuiu  ricinoleate . 

Mineral  oil . . . . 

Fetrolatuni . . . 

Phenyl-o-and/or  phenyl-jJ-naphthyl- 
iuuiiie. 

I'olyurea,  having  a  nitrogen  content  of 
0-14  percent  based  on  tlm  dry  polyurea 
weight,  produced  by  reacting  tolylene 
diisocyanate  with  tall  oil  fatty  acid 
(Cii  and  C|i)  amine  and  ethylene 
diamine  in  a  2:2:1  molar  ratio. 
Polybutene  (minimum  average  molec¬ 
ular  weight  80, (KX)). 

Polybulene,  hydrogenated;  complying 
with  the  identity  prescribed  under 
S  178.3740. 

Polyethylene . . 

I'olyisobutylene  (average  molecular 
weight  .35,000-140,000  (Flory)). 

Sodium  nitrite . 


LimUatidtu 

For  use  only  as  a  thickening  agent  in  mineral  oil  lubricants  at  a  level  not  to 
exceed  10  pet  by  weight  of  the  mineral  oil. 


Addition  to  food  not  to  exceed  10  parts  per  million; 

Do. 

Do. 

For  use  only  as  a  gelling  agent  in  mineral  oil  lubricants  at  a  level  not  to 
exceed  7  pet  by  weight  of  the  mineral  oil. 


Addition  to  food  not  to  exceed  1  part  per  million. 


For  use  only  as  an  adjuvant  (to  improve  lubricity)  in  mineral  oil  lubricants. 

For  use  only  as  an  adjuvant  in  mineral  oil  lubricants  at  a  level  not  to 
exceed  10  percent  by  weight  of  the  mineral  oU. 

Addition  to  food  not  to  exceed  10  parts  per  million. 

Complying  with  §  178.3700.  Addition  to  food  not  to  exceed  10  parts  per 
million. 

For  use  only,  singly  or  in  combination,  as  antioxidant  in  mineral  oil  lu- 
bric^ants  at  a  lev^  not  to  exceed  a  total  of  1  percent  by  weight  of  the 
mineral  oil. 

For  use  only  as  an  adjuvant  in  mineral  oil  lubricants  at  a  level  not  to  ex¬ 
ceed  10  percent  by  weight  of  the  mineral  oil. 


Addition  to  food  not  to  exceed  10  parts  per  million. 
Do. 


Do. 

For  use  only  as  a  thickening  agent  in  mineral  oil  lubricants. 


/ 


For  use  only  as  a  rust  preventive  in  mineral  oil  lubricants  at  a  level  not  to 
exceed  3  percent  by  weight  of  the  mineral  oiL 


(b)  The  lubricants  are  used  on  food¬ 
processing  equipment  as  a  protective 
antirust  film,  as  a  release  agent  on  gas¬ 
kets  or  seals  of  tank  closures,  and  as  a 
lubricant  for  machine  parts  and  equip¬ 
ment  in  locations  in  which  there  is  ex¬ 
posure  of  the  lubricated  part  to  food. 
The  amount  used  is  the  minimum  re¬ 
quired  to  accomplish  the  desired  tech¬ 
nical  effect  on  the  equipment,  and  the 
addition  to  f(X}d  of  any  constituent  iden¬ 
tified  in  this  section  does  not  exceed  the 
limitations  prescribed. 

(c)  Any  substance  employed  in  the 
production  of  the  lubricants  described 
in  this  section  that  is  the  subject  of  a 
regulation  in  Parts  174,  175,  176,  177, 178 
and  §  179.45  of  this  chapter  conforms 
with  any  specification  in  such  regula¬ 
tion. 

§  178.3600  Methyl  glueoiiide-eoeonut  oil 
ester. 

Methyl  glucoside-coconut  oil  ester 
identified  in  §  172.816(a)  of  this  chapter 
may  be  safely  used  as  a  processing  aid 
(filter  aid)  in  the  manufacture  of  starch, 
including  industrial  starch-modified 
complying  with  §  178.3520,  intended  for 
use  as  a  comixment  of  articles  that  con¬ 
tact  food. 

§  178.3610  a-Methylstyrene-viiiyltoluene 
resins,  hydrogenat^. 

Hydrogenated  «-methylstyrene-vinyl- 
toluene  copoljmier  resins  having  a  molar 
ratio  of  1  a -methylstyrene  to  3  vinyl- 
toluene  may  be  safely  used  as  components 
of  polyolefin  film  intended  for  use  in  con¬ 
tact  with  food,  subject  to  the  following 
provisions: 


(a)  Hydrogenated  a-methylstyrene- 
vinyltoluene  copolymer  resins  have  a 
drop-softening  point  of  125*  to  165*  C 
and  a  maximum  absorptivity  of  0.17  liter 
per  gram  centimeter  at  266  nanometers, 
as  determined  by  methods  available  upon 
request  frcHn  the  Commissioner  of  fWi 
and  Drugs. 

(b)  The  polyolefin  film  is  produced 
fr(xn  olefin  polymers  complying  with 
§  177.1520  of  this  chapter,  and  the  aver¬ 
age  thickness  of  the  film  in  the  form  in 
which  it  contacts  food  does  not  exceed 
0.002  inch. 

§  178.3620  Mineral  oil. 

Mineral  oil  may  be  safely  used  as  a 
component  of  nonfood  articles  Int^ded 
for  use  in  contact  with  food,  subject  to 
the  provisions  of  this  section: 

(a)  White  mineral  oil  meeting  the 
specifications  prescribed  in  §  172.878  of 
this  chapter  may  be  used  as  a  component 
of  nemfood  articles  provided  such  use 
complies  with  any  applicable  limitatiems 
in  Parts  178  through  189  of  this  chapter. 
The  use  of  white  mineral  oil  in  or  on 
food  itself,  including  the  use  of  white 
mineral  oil  as  a  protective  coating  or  re¬ 
lease  agent  for  food,  is  subject  to  the 
provisions  of  §  172.878  of  this  chapter. 

(b)  Technical  white  mineral  oil  iden¬ 
tified  in  paragraph  (b)  (1)  of  this  section 
may  be  used  as  provided  in  paragraph 
(b)  (2)  of  this  section. 

(1)  Technical  white  mineral  oil  con¬ 
sists  of  specially  refined  distillates  of 
virgin  petroleum  or  of  specially  refined 
distillates  that  are  produced  syntheti¬ 
cally  from  petroleum  gases.  Technical 
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white  mineral  oil  meets  the  following 
specifications: 

(1)  Saybolt  color  20  minimxim  as  de¬ 
termined  by  ASTM  Method  D-156. 

(li)  Ultraviolet  absorbance  limits  as 
follows: 

Maximum  absorbance 
per  centimeter 

.  Wavelength  (in«) :  optical  pathlength 

280  to  289— . . . ,4  0 

290  t»  299 . .  3.3 

300  to  329 . . .  2.3 

330  to  350 . . . . .  0.8 

Technical  white  mineral  oil  containing 
antioxidants  shall  meet  the  specified 
ultraviolet  absorbance  limits  after  cor¬ 
rection  for  any  absorbance  due  to  the 
antioxidants.  The  ultraviolet  absorb¬ 
ance  shall  be  determined  by  the  pro¬ 
cedure  described  for  application  to  min¬ 
eral  oil  under  “Specification”  on  page 
66  of  the  Journal  of  the  Association  of 
OfiQclal  Agriculture  Chemists,  Volume 
45  (February  1962),  disregarding  the 
last  two  sentences  of  that  procedure  and 
substituting  therefor  the  following:  De¬ 
termine  the  absorbance  of  the  mineral 
oil  extract  in  a  10-millimeter  cell  in  the 
range  from  260-350  mu.  inclusive,  com¬ 
pared  to  the  solvent  control.  If  the  ab¬ 
sorbance  so  measured  exceeds  2.0  at  any 
point  in  range  280-350  m^,  inclusive,  di¬ 
lute  the  extract  and  the  solvent  control, 
respectively,  to  twice  their  volume  with 
dimethyl  sulfoxide  and  remeasure  the 
absorbance.  Multiply  the  remeasured 
absorbance  values  by  2  to  determine  the 
absorbance  of  the  mineral  oil  extract 
per  centimeter  optical  pathlength. 

(2)  Technical  white  mineral  oil  may 
be  used  wherever  mineral  oil  is  permitted 
for  use  as  a  component  of  nonfood  arti¬ 
cles  complying  i^th  §§  175.105,  176.200, 
176.210,  177.2260,  177.2600,  and  177.2800 
of  this  chapter  and  §§  178.3570  and  178.- 
3910. 

(3)  Technical  white  mineral  oil  may 
contain  any  antioxidant  permitted  in 
food  by  regulations  issued  in  accordance 
with  section  409  of  the  act,  in  an  amoimt 
not  greater  than  that  required  to  pro¬ 
duce  its  intended  effect. 

(c)  Mineral  oil  identified  in  paragraph 
(c)  (1)  of  this  section  may  be  used 
as  provided  in  paragraph  (c)  (2)  of  this 
section. 

(1)  Hie  mineral  oil  consists  of  virgin 
petroleum  distillates  refined  to  meet  the 
following  specifications: 

(i)  Initial  boiling  point  of  450*  F  mini¬ 
mum. 

(ii)  Color  5.5  maximum  as  determined 
by  ASTM  Method  D-1500. 

(ill)  Ultraviolet  absorbance  limits  as 
follows  as  determined  by  the  analytical 
method  described  in  paragraph  (c)  (3) 
of  this  section: 


Maximum  absorbance 

per  centimeter 

Wavelength  (m/i) : 

optical  pathlength 

. . .  0.  7 

290  to  299 _ 

. 6 

300  to  359 . 

. . . . .  .4 

380  to  400 . 

. -  .09 

(2)  The  mineral  oil  may  be  used 
wherever  mineral  oil  Is  permitted  for  use 
as  a  component  of  nonfood  articles  c(Hn- 
plylng  with  §i  175.105  and  176.210  of 
this  chapter  and  9  178.3910  (for  use  only 
In  rolling  of  metallic  foil  and  sheet 


stock),  99  176.200, 177.2260, 177.2600,  and 
177.2800  of  this  chapter. 

(3)  The  analytical  method  for  deter¬ 
mining  ultraviolet  absorbance  limit  is  as 
follows: 

GENERAL  INSTRUCTIONS 

Because  of  the  sensitivity  of  the  test,  the 
possibility  of  errors  arising  from  contamina¬ 
tion  is  great.  It  is  of  the  greatest  Importance 
that  all  glassware  be  scrupulously  cleaned 
to  remove  all  organic  matter  such  as  oil, 
grease,  detergent  residues,  etc.  Elramlne  all 
glassware,  including  stoppers  and  stopcocks, 
\mder  ultraviolet  light  to  detect  any  residual 
fluorescent  contamination.  As  a  precau¬ 
tionary  measure  it  is  recommended  practice 
to  rinse  all  glassware  with  purlfled  Isooctane 
immediately  before  use.  No  grease  is  to  be 
used  on  stopcocks  or  Joints.  Great  care  to 
avoid  contamination  of  oil  samples  in  han¬ 
dling  and  to  assure  absence  of  any  extraneous 
material  arising  from  Inadequate  packaging 
is  essential.  Because  some  of  the  polynuclear 
hydrocarbons  sought  in  this  test  are  very 
susceptible  to  photo-oxidation,  the  entire 
procedure  is  to  be  carried  out  under  subdued 
light. 

APPARATUS 

Separatory  funnels.  250-millllltcr.  600- 
milllllter,  1,000-mlllillter,  and  preferably 
2,000-mllllllter  capacity,  equipped  with 
tetrafluoroethylene  poljrmer  stopcocks. 

Reservoir.  500-mllllllter  capacity,  equipped 
with  a  24/40  standard  taper  male  fitting  at 
the  bottom  and  a  suitable  ball-joint  at  the 
top  for  connecting  to  the  nitrogen  supply. 
The  male  fitting  should  be  equipped  with 
glass  hooks. 

Chromatographic  tube.  180  millimeters  in 
lenth,  inside  diameter  to  be  15.7  millimeters 
±0.1  millimeter,  equipped  with  a  coarse, 
frltted-glass  disc,  a  tetrafluoroethylene  poly¬ 
mer  stopcock,  and  a  female  24/40  standard 
tapered  flttlng  at  the  opposite  end.  (Over¬ 
all  length  of  the  column  with  the  female 
Joint  is  235  millimeters.)  The  female  flttlng 
should  be  equipped  with  glass  hooks. 

Disc.  Tetrafluoroethylene  polymer  2-lnch 
diameter  disk  approximately  A -inch  thick 
with  a  hole  bored  in  the  center  to  closely  flt 
the  stem  of  the  chromatographic  tube. 

Suction  flask.  2S0-mlllillter  or  500-mll¬ 
llllter  Alter  flask. 

Condenser.  24/40  Joints,  fitted  with  a  dry¬ 
ing  tube,  length  optional. 

Evaporation  flask  (optional).  250-mll- 
llllter  (M*  500-mllliliter  capacity  all -class 
flask  equipped  with  standard  taper  stopper 
having  inlet  and  outlet  tubes  to  permit 
passage  of  nitrogen  across  the  surface  of 
contained  liquid  to  be  evaporated. 

Spectrophotometric  cells.  Fused  quartz 
cells,  optical  path  length  in  the  range  of 
5,000  centimeter  ±0.005  centimeter;  also  for 
checking  spectrophotometer  performance 
only,  optical  path  length  in  the  range  1,000 
centimeter  ±0.006  centlmter.  With  distilled 
water  in  the  cells,  determine  any  absorbance 
differences. 

Spectrophotometer.  Spectral  range  250 
millimicrons — 400  millimicrons  with  spectral 
slit  width  of  2  millimicrons  or  less;  under 
Instrument  operating  conditions  for  these 
absorbance  measurements,  the  spectro¬ 
photometer  shall  also  meet  the  following 
performance  requirements: 

Absorbance  repeatability,  ±0.01  at  0.4  ab¬ 
sorbance. 

Absorbance  accuracy,'  ±0.005  at  0.4  ab¬ 
sorbance. 


'  As  determined  by  procedure  using  potas¬ 
sium  chromate  tor  reference  standard  and 
described  in  National  Bureau  of  Standards 
Circular  484.  Spectrophotometry,  U.S.  De¬ 
partment  of  Commerce,  1948.  The  accuracy 
Is  to  be  determined  by  comparison  with  the 
standard  values  at  290,  345,  and  400  millimi¬ 
crons. 


Wavelength  accuracy,  ±1.0  millimicron, 
cron. 

Wavelength  accuracy,  +1.0  millimicron. 

Nitrogen  cylinder.  Water-pumped  or 
equivalent  purity  nitrogen  in  cylinder 
equipped  with  regulator  and  valve  to  con¬ 
trol  flow  at  5  p.s.l.g. 

REGENTS  AND  MATERIALS 

Organic  solvents.  All  solvents  used 
throucd^out  the  procedure  shall  meet  the 
specifications  and  teats  described  In  this 
specification.  The  Isooctane,  benzene,  ace¬ 
tone,  and  methyl  alcohol  designated  In  the 
list  following  this  paragraph  shall  pass  the 
following  test: 

To  the  specified  quantity  of  solvent  In  a 
250-mllllllter  Erlenmeyer  flask,  add  1  milli¬ 
liter  of  purified  n-hexadecane  and  evaporate 
on  the  steam  bath  under  a  stream  of  nitrogen 
(a  loose  aluminum  foil  Jacket  around  the 
fiask  will  speed  evaporation).  Discontinue 
evaporation  when  not  over  1  milliliter  of 
residue  remains.  (To  the  residue  frcmi 
benzene  add  a  10-mlllillter  portion  of  puri¬ 
fied  Isooctane,  reevaporate,  and  repeat  once 
to  insure  complete  removal  of  benzene.) 

Alternatively,  the  evaporation  time  can  be 
reduced  by  using  the  optional  evaporation 
flask.  In  this  case  the  solvent  and  n-hexa¬ 
decane  are  placed  In  the  flask  on  the  steam 
bath,  the  tube  assembly  is  inserted,  and  a 
stream  of  nitrogen  Is  fed  through  the  Inlet 
tube  while  the  outlet  tube  Is  connected  to  a 
solvent  trap  and  vacuum  line  In  such  a  way 
as  to  prevent  any  flow -back  of  condensate 
Into  the  flask. 

Dissolve  the  1  milliliter  of  hexadecane  res¬ 
idue  In  Isooctane  and  make  to  26  milliliters 
volume.  Determine  the  absorbance  in  the 
5-centlmeter  path  length  cells  compared  to 
isooctane  as  reference.  The  absorbance  of 
the  solution  of  the  solvent  residue  (except 
for  methyl  alcohol)  shall  not  exceed  0.01 
per  centimeter  path  length  between  280  and 
400  mil.  For  methyl  alcohol  this  absorbance 
value  shall  be  0.00. 

Isooctane  (2,2,4-trimethylpentane) .  Use 
180  milliliters  for  the  test  described  In  the 
preceding  paragnqih.  Purify,  If  necessary,  by 
passage  through  a  column  of  activated  silica 
gel  (Grade  12,  Davison  Chemical  Company, 
Baltimore,  Maryland,  or  equivalent)  about 
90  centimeters  In  length  and  5  centimeters  to 
8  centimeters  in  diameter. 

Benzene,  A.C.S.  reagent  grade.  Use  150 
milliliters  for  the  test.  Purify,  If  necessary, 
by  distillation  or  otherwise. 

Acetone,  A.C.S.  reagent  grade.  Use  200 
milliliters  for  the  test.  Purify,  if  necessary, 
by  distillation. 

Eluting  mixtures: 

\.  10  percent  benzene  in  isooctane.  Plpet 
50  milliliters  of  benzene  into  a  250-mllliliter 
glase-st<^pered  volumetric  flask  and  adjust 
to  volume  with  Isooctane,  with  mixing. 

2.  20  percent  benzene  in  isooctane.  Plpet 
50  mllillters  of  benzene  into  a  250-mlUiter 
glass-stopped  volumetric  flask  and  adjust 
to  volume  with  isooctane,  with  mixing. 

3.  Acetone-bemene-water  mixture.  Add 
20  milliliters  of  water  to  380  milliliters  of 
acetone  and  200  milliliters  of  benzene,  and 
mix. 

n-Hexadecane,  99-percent  olefln-free.  Di¬ 
lute  1.0  milliliter  of  n-bexadecane  to  25  milli¬ 
liters  with  isooctane  and  determine  the 
absorbance  In  a  5-centlmeter  cell  compared 
to  isooctane  as  reference  point  between  280 
mA-400  mu.  The  absorbance  per  centimeter 
path  length  shall  not  exceed  0.00  In  this 
range.  Purify,  If  necessary,  by  percolation 
through  activated  silica  gel  or  by  distillation. 

Methyl  alcohol,  A.CJS.  reagent  grade.  Use 
10.0  milliliters  of  methyl  alcohol.  Purify,  if 
necessary,  by  distillation. 

Dimethyl  sulfoxide.  Spectrophotometric 
grade  ((huwn  Zellerbach  Corporation.  Camas, 
Washington,  or  equivalent).  Absorbance 
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(l-centimeter  cell,  distilled  water  reference, 
sample  completely  saturated  with  nitrogen). 


Wavelength : 
261.5  ... 

270  _ 

275  .... 
280  .... 
300  _ 


Absorbance 

(maximum) 

_ 1.00 

_  .20 

_  .09 

_  .06 

_  .015 


There  shall  be  no  irregularities  in  the  ab¬ 
sorbance  curve  within  these  wavelengths. 

Phosphoric  acid.  85  percent  A.C.S.  reagent 
grade. 

Sodium  borohydride.  98  percent. 

Magnesium  oxide  (Sea  Sorb  43,  Food  Ma¬ 
chinery  Company^  Westvaco  Division,  dis¬ 
tributed  by  chemical  supply  firms,  or  equiva¬ 
lent).  Place  100  grams  of  the  magnesium 
oxide  in  a  large  beaker,  add  700  milliliters  of 
distilled  water  to  make  a  thin  slurry,  and 
heat  on  a  steam  bath  for  30  minutes  with 
Intermittent  stirring.  Stir  well  initially  to 
insure  that  all  the  adsorbent  is  completely 
wetted.  Using  a  Buchner  funnel  and  a  filter 
paper  (Schleicher  &  Schuell  No.  597,  or  equiv¬ 
alent)  of  suitable  diameter,  filter  with  suc¬ 
tion.  Continue  suction  until  water  no  longer 
drips  from  the  funnel.  Transfer  the  adsorb¬ 
ent  to  a  glass  trough  lined  with  aluminum 
foil  (free  from  rolling  oil).  Break  up  the 
magnesia  with  a  clean  spatula  and  spread  out 
the  adsorbent  on  the  aluminum  foil  in  a 
layer  about  1  centimeter  to  2  centimeters 
thick.  Dry  for  24  hours  at  160'  C  ±1*  C. 
Pulverize  the  magnesia  with  mortar  and 
pestle.  Sieve  the  pulverized  adsorbent  be¬ 
tween  ,60-180  mesh.  Use  the  magnesia  re¬ 
tained  on  the  180-mesh  sieve. 

Celite  545.  Johns  Mansville  Company,  dia- 
tomaceous  earth,  or  equivalent. 

Magnesium  oxide-Celite  545  mixture 
(2+1)  by  weight.  Place  the  magnesium  oxide 
(60-180  mesh)  and  the  Celite  545  in  2  to  1 
proportions,  respectively,  by  weight  in  a 
glass-stoppered  flask  large  enough  for  ade¬ 
quate  mixing.  Shake  vigorously  for  10  min¬ 
utes.  Transfer  the  mixture  to  a  glass  trough 
lined  with  aluminum  foil  (free  from  rolling 
oil)  and  spread  it  out  on  a  layer  about  1 
centimeter  to  2  centimeters  thick.  Reheat 
the  mixture  at  160'  C  ±  1'  C  for  2  hours,  and 
store  in  a  tightly  closed  flask. 

Sodium  sulfate,  anhydrous,  A.C.S.  reagent 
grade,  preferably  in  granular  form.  For  each 
bottle  of  sodium  sulfate  reagent  used,  estab¬ 
lish  as  follows  the  necessary  sodium  sulfate 
prewash  to  provide  such  filters  required  in 
the  method:  Place  approximately  36  grams 
of  anhydrous  sodium  sulfate  in  a  30-mill  1- 
llter  course,  frltted-glass  funnel  or  in  a  65- 
millimeter  filter  funnel  with  glass  wool  plug: 
wash  with  successive  15-milliliter  portions  of 
the  indicated  sovent  until  a  16-milllliter  por¬ 
tion  of  the  wash  shows  0.00  absorbance  per 
centimeter  path  length  between  280  m^^  and 
400  m^n  when  tested  as  prescribed  under  "Or¬ 
ganic  solvents.”  Usually  three  portions  of 
wash  solvent  are  sufficient. 

Before  proceeding  with  analysis  of  a  sam¬ 
ple,  determine  the  absorbance  in  a  5-centi- 
meter  path  cell  between  250  millimicrons  and 
400  millimicrons  for  the  reagent  blank  by 
carrying  out  the  procedure,  without  an  oil 
sample,  recording  the  spectra  after  the  ex-^ 
traction  stage  and  after  the  complete  proce¬ 
dure  as  prescribed.  The  absorbance  per  centi¬ 
meter  path  length  following  the  extraction 
stage  should  not  exceed  0.02  in  the  wave¬ 
length  range  from  280  mii  to  400  mii;  the 
absorbance  per  centimeter  path  length  fol¬ 
lowing  the  complete  procedure  should  not 
exceed  0.02  In  the  wavelength  range  from 
280  m/i  to  400  mti.  If  in  either  spectrum  the 
characteristic  benzene  peaks  in  the  250  m#- 
260  ma  region  are  present,  remove  the  ben¬ 
zene  by  the  procedure  under  “Organic  sol¬ 
vents”  and  record  absorbance  again. 


Place  300  milliliters  of  dimethyl  sulfoxide 
in  a  1-liter  separatory  fuzmel  and  add  75 
milliliters  of  phosphoric  acid.  Mix  the  con¬ 
tents  of  the  funnel  and  allow  to  stand  for  10 
minutes.  (The  reaction  between  the  sulfoxide 
and  the  acid  is  exothermic.  Release  pressure 
after  mixing,  then  keep  funnel  stoppered.) 
Add  150  milliliters  of  isooctane  and  shake  to 
pre-equillbrate  the  solvents.  Draw  off  the 
individual  layers  and  store  in  glass-stoppered 
flasks. 

Weigh  a  20-gram  sample  of  the  oil  and 
transfer  to  a  500-milliliter  separatory  funnel 
containing  100  milliliters  of  pre-equilibrated 
sulfoxlde^hospborlc  acid  mixture.  Com¬ 
plete  the  transfer  of  the  sample  with  small 
portions  of  preequilibrated  isooctane  to  give 
a  total  volume  of  the  oil  and  solvent  of  75 
milliliters.  Shake  the  funnel  vigorously  for 
2  minutes.  Set  up  three  250-milliliter  sep¬ 
aratory  funnels  with  each  containing  30  mil¬ 
liliters  of  pre-equilibrated  isooctane..  After 
separation  of  liquid  phases,  carefully  draw 
off  lower  layer  into  the  first  250-milliliter 
separatory  funnel  and  wash  in  tandem  with 
the  30-milliliter  portions  of  isooctane  con¬ 
tained  in  the  250-milliliter  separatory  fun¬ 
nels.  Shaking  time  for  each  wash  is  1  min¬ 
ute.  Repeat  the  extraction  operation  with 
two  additional  portions  of  the  sulfoxide-acid 
mixture  and  wash  each  extractive  in  tandem 
through  the  same  three  portions  of  isooctane 

Collect  the  successive  extractives  (300  mil¬ 
liliters  total)  in  a  separatory  funnel  (pref¬ 
erably  2-liter)  containing  480  milliliters  of 
distilled  water;  mix,  and  allow  to  cool  for  a 
few  minutes  after  the  last  extractive  has 
been  added.  Add  80  milliliters  of  isooctane 
to  the  solution  and  extract  by  shaking  the 
funnel  vigorously  for  2  minutes.  Draw  off 
the  lower  aqueous  layer  into  a  second  sep¬ 
aratory  funnel  (preferably  2-liter)  and  re¬ 
peat  the  extraction  with  80  milliliters  of 
isooctane.  Draw  off  and  discard  the  aqueous 
layer.  Wash  each  of  the  80-mlllillter  extrac¬ 
tives  three  times  with  100-milllllter  portions 
of  distilled  water.  Shaking  time  for  each 
wash  is  1  minute.  Discard  the  aqueous 
layers.  Filter  the  first  extractive  through 
anhydrous  sodium  sulfate  prewashed  with 
isooctane  (see  Sodium  sulfate  under  "Re¬ 
agents  and  Materials”  for  preparation  of 
filter)  into  a  250-milliliter  Erlenmeyer  flask 
(or  optionally  into  the  evaporation  flask). 
Wash  the  first  separatory  funnel  with  the 
second  80-milliliter  isooctane  extractive  and 
pass  through  the  sodium  sulfate.  Then 
wash  the  second  and  first  separatory  funnels 
successively  with  a  20-mllliliter  portion  of 
isooctane  and  pass  the  soivent  through  the 
sodium  sulfate  into  the  flask.  Add  1  mil¬ 
liliter  of  n-hexadecane  and  evaporate  the 
isooctane  on  the  steam  bath  under  nitrogen. 
Discontinue  evaporation  when  not  over  1 
milliliter  of  residue  remains.  To  the  residue, 
add  a  10-mllllllter  portion  of  isooctane,  re¬ 
evaporate  to  1  milliliter  of  hexadecane,  and 
repeat  this  operation  once. 

Quantitatively  transfer  the  residue  with 
isooctane  to  a  200-mllliliter  volumetric 
flask,  make  to  volume,  and  mix.  Determine 
the  absorbance  of  the  solution  in  the  l-cen¬ 
timeter  pathlength  cells  compared  to  iso¬ 
octane  as  reference  between  280  mA-400  mu 
(take  care  to  lose  none  of  the  solution  in 
filling  the  sample  cell).  Correct  the  absorb¬ 
ance  values  for  any  absorbance  derived  from 
reagents  as  determined  by  carrying  out  the 
procedure  without  an  oil  sample.  If  the  cor¬ 
rected  absorbance  does  not  exceed  the  limits 
prescribed  in  this  paragraph,  the  oil  meets 
the  ultraviolet  absorbance  specifications.  If 
the  corrected  absorbance  per  centimeter 
pathlength  exceeds  the  limits  prescribed  in 
this  paragraph,  proceed  as  follows:  Quan¬ 
titatively  transfer  the  isooctane  solution  to 
a  125-mllliliter  flask  equipped  with  24/40 
Joint,  and  evaporate  the  Isooctane  on  the 


steam  bath  under  a  stream  of  nitrogen  to 
a  volume  of  1  milliliter  of  hexadecane.  Add 
10  milliliters  of  methyl  alcohol  and  approxi¬ 
mately  0.3  gram  of  sodium  borohydride. 
(Minimize  exposure  of  the  borohydride  to 
the  atmosphere.  A  measuring  dipper  may 
be  used.)  Immediately  fit  a  water-cooled 
condenser  equipped  with  a  24/40  Joint  and 
with  a  drying  tube  into  the  flask,  mix  until 
the  borohydride  is  dissolved,  and  allow  to 
stand  for  30  minutes  at  room  temperature, 
with  intermittent  swirling.  At  the  end  of 
this  period,  disconnect  the  flask  and  evapo¬ 
rate  the  methyl  alcohol  on  the  steam  bath 
under  nitrogen  until  the  sodium  borohydride 
begins  to  come  out  of  the  solution.  Then  add 
10  milliliters  of  isooctane  and  evaporate  to  a 
volume  of  about  2-3  milliliters.  Again,  add 
10  milliliters  of  isooctane  and  concentrate  to 
a  volume  of  approximately  5  milliliters.  Swirl 
the  flask  repeatedly  to  assure  adequate  wash¬ 
ing  of  the  sodium  borohydride  residues. 

Fit  the  tetrafluoroethylene  polymer  disc 
on  the  upper  part  of  the  stem  of  the  chro¬ 
matographic  tube,  then  place  the  tube  with 
the  disc  on  the  suction  flask  and  apply  the 
vacuum  (approximately  135  millimeters  Hg 
pressure).  Weigh  out  14  grams  of  the  2:1 
magnesium  oxide-Celite.  545  mixture  and 
pour  the  adsorbent  mixture  into  the  chro¬ 
matographic  tube  in  approximately  3-centi¬ 
meter  layers.  After  the  addition  of  each 
layer,  level  off  the  top  of  the  adsorbent  with 
a  fiat  glass  rod  or  metal  plunger  by  pre.ssing 
down  firmly  until  the  adsorbent  is  well 
packed.  Loosen  the  topmost  few  millimeters 
of  each  adsorbent  layer  with  the  end  of  a 
metal  rod  before  the  addition  of  the  next 
layer.  Continue  packing  in  this  manner 
until  all  the  14  grams  of  the  adsorbent  is 
added  to  the  tube.  Level  off  the  top  of  the 
adsorbent  by  pressing  down  firmly  with  a 
fiat  glass  rod  or  metal  plunger  to  make  the 
depth  of  the  adsorbent  bed  approximately 
12.5  centimeters  in  depth.  Turn  off  the  vac¬ 
uum  and  remove  the  suction  flask.  Fit  the 
500-milllllter  reservoir  onto  the  top  of  the 
chromatographic  column  and  prewet  the 
column  by  pa.ssing  100  mllliUters  of  Isooctane 
through  the  column.  Adjust  the  nitrogen 
pressure  so  that  the  rate  of  descent  of  the 
Isooctane  coming  off  the  column  is  between 
'2-3  milliliters  per  minute.  Discontinue  pres¬ 
sure  Just  before  the  last  of  the  isooctane 
reaches  the  level  of  the  adsorbent.  (Cau¬ 
tion  ;  Do  not  allow  the  liquid  level  to'  recede 
below  the  adsorbent  level  at  any  time.)  Re¬ 
move  the  reservoir  and  decant  the  5-milll- 
liter  isooctane  concentrate  solution  onto  the 
column  and  with  slight  pressure  again  allow 
the  liquid  level  to  recede  to  barely  above  the 
adsorbent  level.  Rapidly  complete  the  trans¬ 
fer  similarly  with  two  5-mllllliter  portions 
of  isooctane,  swirling  the  flask  repeatedly 
ecwh  time  to  assure  adequate  washing  of  the 
residue.  Just  before  the  flnal  5-mlllillter 
wash  reaches  the  top  of  the  adsorbent,  add 
100  milliliters  of  Isooctane  to  the  reservoir 
and  continue  the  percolation  at  the  2-3  mil¬ 
liliters  per  minute  rate.  Just  before  the  last 
of  the  isooctane  reaches  the  adsorbent  level, 
add  100  milliliters  of  10  percent  ben^ne  in 
isooctane  to  the  reservoir  and  continue  the 
percolation  at  the  aforementioned  rate.  Just 
before  the  solvent  mixture  reaches  adsorbent 
level,  add  25  milliliters  of  20  percent  benzene 
in  isooctane  to  the  reservoir  and  continue 
the  percolation  at  2-3  milliliters  per  minute 
until  all  this  solvent  mixture  has  been  re¬ 
moved  from  the  column.  Discard  all  the 
elution  solvents  collected  up  to  this  point. 
Add  300  milliliters  of  the  acetone-benzene- 
water  mixture  to  the  reservoir  and  percolate 
through  the  column  to  eluate  the  polynu¬ 
clear  compounds.  Collect  the  eluate  in  a 
clean  1-liter  separatory  funnel.  Allow  the 
column  to  drain  until  most  of  the  solvent 
mixture  is  removed.  Wash  the  eluate  three 
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times  with  300-milllllter  portions  of  distilled 
water,  shaking  well  for  each  wash.  (The  ad* 
dltlon  of  small  amounts  of  sodium  chloride 
facilitates  separation.)  Discard  the  aqueous 
layer  after  each  wash.  After  the  final  separa¬ 
tion,  filter  the  residual  benzene  through  an¬ 
hydrous  sodium  sulfate  pre-washed  with 
benzene  (see  Sodium  sulfate  under  “Re¬ 
agents  and  Materials"  for  preparation  of  fil¬ 
ter)  into  a  250-mllllllter  Erlenmeyer  flask  (or 
optionally  Into  the  evaporation  flask).  Wash 
the  separatory  funnel  with  two  additional 
20-mllllliter  portions  of  benzene  which  are 
also  filtered  through  the  sodium  sulfate.  Add 
1  milliliter  of  n-hexadecane  and  completely 
remove  the  benzene  by  evaporation  under 
nitrogen,  using  the  special  procedure  to 
eliminate  benzene  as  previously  described 
under  “Organic  solvents.”  Quantitatively 
transfer  the  residue  with  Isooctane  to  a  200- 
mllllllter  volumetric  flask  and  adjust  to  vol¬ 
ume.  Determine  the  absorbance  of  the  solu¬ 
tion  in  the  1 -centimeter  pathlength  cells 
compared  to  isooctane  as  reference  between 
250  mii-40Q  mil.  Correct  for  any  absorbance 
derived  from  the  reagents  as  determined  by 
carrying  out  the  procedure  a'ithout  an  oil 
sample.  If  either  spectrum  shows  the  char¬ 
acteristic  benzene  peaks  in  the  250  m;i-260 
mil  region,  evaporate  the  solution  to  remove 
benzene  by  the  procedure  under  “Organic 
solvents.”  Dissolve  the  residue,  transfer 
quantitatively,  and  adjust  to  volume  In  iso¬ 
octane  in  a  200-mlUlliter  volumetric  flask. 
Record  the  absorbance  again.  If  the  cor¬ 
rected  absorbance  does  not  exceed  the  limits 
proposed  in  this  paragraph,  the  oil  meets  the 
proposed  ultraviolet  absorbance  specifica¬ 
tions. 

(d)  Mineral  oil  identified  in  paragraph 
(d)(1)  of  this  section  may  be  used  as 
provided  in  paragraph  (dM2)  of  this 
section. 

(1)  The  mineral  oil  consists  of  virgin 
petroleum  distillates  refined  to  meet  the 
following  specifications: 

(1)  Distillation  endpoint  at  760  milli¬ 
meters  pressure  not  to  exceed  700*  P, 
with  a  maximum  residue  not  to  exceed  2 
percent,  as  determined  by  ASTM  Method 
D  86-IP  123. 

(li)  Ultraviolet  absorbance  limits  as 
follows  as  determined  by  the  method 
described  in  paragraph  (d)(3)  of  this 
section. 

Maximum  absorbance 
per  centimeter 

Wavelength  (m^) :  optical  pathlength 

280  to  299 _ _ _  2.  3 

300  to  819 . . .  1.  2 

820  to  359 . .  .  8 

360  to  400.. _ _  .  3 

(iii)  Pyrene  content  not  to  exceed  a 
maximiun  of  25  parts  per  million  as  de¬ 
termined  by  the  method  described  in 
paragraph  (d)  (3)  of  this  section. 

(2)  The  mineral  oil  may  be  used  only 
In  the  processing  of  jute  fiber  employed 
In  the  production  of  textile  bags  in¬ 
tended  for  use  in  contact  with  the  fol¬ 
lowing  types  of  food:  Dry  grains  and 
dry  seeds  (for  example,  beans,  peas,  rice, 
and  lentils) ;  whole  root  crop  vegetebles 
of  the  types  identified  in  40  CFR  180.34 
(f) ;  unshelled  and  shelled  nuts  (includ¬ 
ing  peanuts) ;  and  dry  animal  feed.  The 
finished  processed  Jute  fiber  shall  con¬ 
tain  no  more  than  6  percent  by  weight 
of  residual  mineral  oil. 

(3)  The  analytical  method  for  deter¬ 
mining  ultraviolet  absorbance  limits  and 
pyrene  content  is  as  follows : 


I.  Apparatus.  A.  Assorted  beakers,  separa¬ 
tory  funnels  fitted  with  tetrafluoroethylene 
polymer  stopcocks,  and  graduated  cylinders. 

B.  Volumetric  flasks,  200-mllllllter. 

C  A  chromatographic  column  made  from 
nominal  1.3  centimeters  outside  diameter  x 
75  centimeters  glass  tubing  tapered  at  one 
end  and  Joined  to  a  2-mlllllneter-bore  tetra- 
fluorethylene  polymer  stopcock.  The  oppo¬ 
site  end  is  flanged  and  Joined  to  a  female 
24/40  standard  taper  fitting.  This  provides 
for  accommodating  the  600-mlllillter  reser¬ 
voir  described  In  Item  E  below. 

D.  A  chromatographic  column  made  from 
nominal  1.7  centlmetrs  outside  diameter  x 
115  centimeters  glass  tubing  tapered  at  one 
end  and  Joined  to  a  2-mllllmeter-bore  tetra- 
fluorethylene  polymer  stopcock.  The  oppo¬ 
site  end  Is  flanged  and  Joined  to  a  2.5  centi¬ 
meters  outside  diameter  x  9.0  centimeters 
glass  tube  having  a  female  24 '40  standard 
taper  fitting.  This  provides  for  accommodat¬ 
ing  the  500-mlll  filter  reservoir  described  In 
Item  I.  E  below. 

E.  A  500-mllHllter  reservol”  having  a  24  40 
standard  taper  male  fitting  at  bottom  and 
a  suitable  ball  Joint  at  the  top  for  con¬ 
necting  to  the  nitrogen  supply.  The  female 
fitting  of  the  chromatographic  columns  de¬ 
scribed  In  items  I.  C  and  D  above  and  the 
male  fitting  of  the  reservoir  described  In  this 
Item  E  should  both  be  equipped  with  glass 
hooks. 

(Note:  Rubber  stoppers  are  not  to  be  u.sed. 
Stopcock  grease  Is  not  to  be  used  on  ground- 
glass  Joints  In  this  method.) 

r.  A  spectrophotometer  equipped  to  auto¬ 
matically  record  absorbance  of  liquid  sam¬ 
ples  In  1 -centimeter  pathlength  cells  In  the 
spectral  region  of  280-400  mu  with  a  spectral 
slit  width  of  2  m//  or  less.  At  an  absorbance 
level  of  about  0.4,  absorbance  measurements 
shall  be  repeatable  within  iO.Ol  and  accu¬ 
rate  within  ±0.05.  Wavelength  measurements 
shall  be  repeatable  with  ±0.2  m^  and  accu¬ 
rate  within  ±1.0  mu.  Instrument  operating 
conditions  are  selected  to  realize  this  per¬ 
formance  under  dynamic  (automatic)  re¬ 
cording  operations.  Accuracy  of  absorbance 
measurements  are  determined  at  290,  345. 
and  400  mil.  using  potassium  chromate  as 
the  reference  standard.  (National  Bureau  of 
Standards  Circular  484,  Spectrophotometry, 
UB.  Department  of  Commerce,  1949.) 

G.  Two  fused  quartz  cells  having  path- 
lengths  of  1.00  ±  0.005  centimeter  or  better. 

II.  Purity  of  reagents  and  materials.  Rea¬ 
gent-grade  chemicals  shall  be  used  In  all 
tests.  It  Is  further  specified  that  each  chemi¬ 
cal  suaii  be  tested  for  pmity  in  accordance 
with  the  instruction  given  under  “Reagents 
and  Materials”  In  III  below.  In  addition,  a 
blank  run  by  the  procedure  shall  be  made 
on  each  purified  lot  of  reagents  and  ma¬ 
terials.  Unless  otherwise  Indicated,  references 
to  water  shall  be  understood  to  mean  dis¬ 
tilled  water. 

HI.  Reagents  and  materials  —  A.  Organic 
solvents.  All  solvents  used  throughout  the 
procedure  shall  meet  the  specifications  and 
tests  described  In  this  section  HI.  The  iso¬ 
octane.  benzene,  cyclohexime,  nitromethane, 
and  n-hexadecane  designated  shall  pass  the 
following  test:  To  the  specified  quantity  of 
solvent  In  a  150-mllllliter  beaker,  add  1  milli¬ 
liter  of  purified  n-hexadecane  and  evaporate 
un  the  steam  bath  under  a  stream  of  nitro¬ 
gen.  Discontinue  evaporation  when  not  over 
1  milliliter  of  residue  remains  (to  the  resi¬ 
due  from  benzene  and  nitromethane  add  a 
lO-miUlllter  portion  of  purified  Isooctane,  re¬ 
evaporate,  and  repeat  once  to  Insure  com¬ 
plete  removal  of  solvent).  Dissolve  the  1 
milliliter  of  n-hexadecane  residue  In  isooc¬ 
tane  and  make  to  lO-mllllliter  volume.  De¬ 
termine  the  absorbance  In  1.0-centlmeter 
pathlength  cells  compared  to  water  as  ref¬ 


erence.  The  absorbance  of  the  solution  of 
solvent  residue  shall  not  exceed  0.05  between 
280  and  400  mu. 

1.  Isooctane  {2,2,4-trimethylpentane) .  Use 
240  milliliters  for  the  above  test.  Purify,  If 
necessary,  by  passage  through  a  column  of 
activated  silica  gel. 

2.  Benzene.  Use  200  milliliters  for  the 
above  test.  Purify,  If  necessary,  hy  distilla¬ 
tion  or  otherwise. 

3.  Cyclohexane.  Use  70  milliliters  for  the 
above  test.  Purify,  If  necessary,  by  distilla¬ 
tion.  silica  gel  percolation,  or  otherwise. 

4.  Nitromethane.  Use  125  milliliters  for  the 
above  test.  Purify,  If  necessary,  by  distilla¬ 
tion  or  otherwise. 

5.  n-Hexadecane.  Determine  the  absorb¬ 
ance  on  this  solvent  directly.  Purify,  If  neces¬ 
sary,  by  silica  gel  percolation  or  otherwise. 

B.  Other  materials — 1.  Pyrene  standard 
reference.  Pyrene,  reagent  grade,  melting 
point  range  150-152*  C.  (Organic  Chemical 
3627,  Eastman  Kodak  Co.,  Rochester,  N.Y., 
or  equivalent).  The  standard  reference  ab¬ 
sorbance  Is  the  absorbance  at  334  millimi¬ 
crons  of  a  standard  reference  solution  of 
pyrene  containing  a  concentration  of  1.0 
milligram  per  liter  In  pinifled  Isooctane 
measured  against  Isooctane  of  the  same  spec¬ 
tral  purity  In  1.0-centlmeter  cells.  (This 
absorbance  will  be  approximately  0.28.) 

2.  Chrysene  solution.  Prepare  a  solution  at 
a  concentration  of  5.0  milligrams  per  11  tm* 
by  dissolving  5.0  milligrams  of  chrysene  in 
purified  Isooctane  in  a  1 -liter  volumetric 
flask.  Adjust  to  volume  with  Isooctane. 

3.  Nitrogen  gas.  Water  pumped  or  equiva¬ 
lent  purity,  cylinder  with  regulator,  and 
valve  control  flow  at  5  p.s.i. 

4.  Silica  gel.  100-200  mesh  (Davison  Chem¬ 
ical,  Baltimore.  Md.,  Grade  923,  or  equiva¬ 
lent  ) .  purified  and  activated  by  the  following 
procedure;  Place  about  1  kilogram  of  silica 
gel  In  a  large  column  and  wash  with  contami¬ 
nant-free  benzene  until  a  200-mllllllter 
sample  of  the  benzene  coming  off  the  column 
will  pass  the  ultraviolet  absorption  test  for 
benzene.  This  test  Is  performed  as  stipulated 
under  "Organic  solvents”  In  A  under  HI 
above.  When  the  silica  gel  has  been  suffi¬ 
ciently  cleaned,  activate  the  gel  before  use  by 
placing  the  1 -kilogram  batch  in  a  shallow 
container  In  a  layer  no  greater  than  I  Inch 
In  depth  and  heating  In  an  oven  (Caution I 
Explosion  Hazard)  at  130°  C.  for  16  hours, 
and  store  in  a  vacuum  desiccator.  Reheating 
about  once  a  week  Is  necessary  if  the  silica  gel 
Is  repeatedly  removed  from  the  desiccator. 

5.  Aluminum  oxide  {Aluminum  Co.  of 
America,  Grade  F-20,  or  equivalent  grade). 
80-200  mesh,  purified  and  activated  by  the 
following  procedure:  Place  about  1  kilogram 
of  aluminum  oxide  In  a  large  column  and 
wash  with  contaminant-free  benzene  until  a 
200-milliliter  sample  of  the  benzene  coming 
off  the  column  will  pass  the  ultraviolet  ab- 
sorptloif  test  for  benzene.  This  test  Is 
performed  as  stipulated  under  “Organic  sol¬ 
vents”  In  A  under  IH  above.  (Caution!  Re¬ 
move  Benzene  From  Adsorbent  Under  Vac¬ 
uum  To  Minimize  Explosion  Hazard  In 
Subsequent  Heating!)  When  the  aluminum 
oxide  has  been  sufficiently  cleaned  and  freed 
of  solvent,  activate  It  before  use  by  placing 
the  1 -kilogram  batch  In  a  shallow  container 
In  a  layer  no  greater  than  1  inch  In  depth. 
Heat  In  a  oven  at  130*  C  for  16  hours.  Upon 
removal  from  heat,  store  at  atmospheric  pres¬ 
sure  over  80  percent  (by  weight)  sulfurlo 
acid  In  a  desiccator  for  at  least  36  hours  be¬ 
fore  use.  This  gives  aluminum  oxide  with  be¬ 
tween  6  to  9.5  percent  vcfiatlles.  This  Is  de¬ 
termined  by  heating  a  weighed  sample  of  the 
prepared  aluminum  oxide  at  2,000*  P  for  2 
hours  and  then  quickly  rewelg^lng.  To  Insure 
the  proper  adsorptive  properties  of  the  alu¬ 
minum  oxide,  perform  the  following  test: 


FEDERAL  REGISTER,  VOL.  42,  NO.  50 — TUESDAY,  MARCH  15,  1977 


14624 


RULES  AND  REGULATIONS 


a.  Weigh  50  grams  ±1  gram  of  the  ac¬ 
tivated  aluminum  oxide  and  pack  into  the 
chromatographic  column  (1^  centimeters  x 
75  centimeters)  described  under  "Apparatus’* 
in  C  under  I  above.  Use  glass  wool  at  the 
column  exit  to  prevent  the  aluminum  oxide 
from  passing  through  the  column. 

b.  Place  a  250-milllllter  graduated  cylinder 
under  the  column  to  measure  the  amount 
of  eluate  coming  from  the  column. 

c.  Prewet  the  aluminum  oxide  by  passing 
40  milliliters  of  isooctane  through  the 
column.  Adjust  the  nitrogen  pressure  so  that 
the  rate  of  descent  of  the  isooctane  coming 
off  the  column  is  between  1.5  to  2.5  milli¬ 
liters  per  minute. 

d.  Just  prior  to  the  last  of  the  isooctane 
reaching  the  t(^  of  the  aluminum  oxide  bed, 
add  10  milliliters  of  the  isooctane  solution 
containing  5.0  milligrams  of  chrysene  per 
liter. 

e.  Continue  percolation  until  the  Isooctane 
is  Just  above  the  aluminum  oxide.  Then  add 
200  milliliters  of  a  mlxtxire  of  benzene  and 
isooctane  (33^  percent  benzene  and  66% 
percent  isooctane  by  volume)  to  the  reservoir 
and  continue  percolation. 

f.  Continue  percolation,  collecting  the 
eluates  (40  milliliters  of  the  prewet  solution, 
10  milliliters  of  the  sample  solution,  and  200 
milliliters  of  the  gradient  solution)  in  the 
250-milliliter  graduated  cylinder  until  the 
level  of  the  gradient  solution  is  Just  above 
the  aluminum  oxide.  Add  200  milliliters  of 
the  eluting  solution  of  benzene  and  isooctane 
(90  percent  benzene  and  10  percent  Isooctane 
by  volume)  to  the  column  and  continue 
collecting  until  a  total  of  250  milliliters  of 
solution  has  been  obtained,  nils  may  be 
discarded.  Now  begin  to  collect  the  final 
eluate. 

g.  Place  a  100-milliliter  graduated  cylinder 
under  the  column  and  continue  the  percola¬ 
tion  until  a  100-milliliter  eluate  has  been 
obtained. 

h.  Measure  the  amount  of  chrysene  in  this 
100-millillter  fraction  by  ultraviolet  analysis. 
If  the  aluminum  oxide  is  satisfactory,  more 
than  80  percent  of  the  original  amount  of 
chrysene  should  be  found  in  this  fraction. 
(Note:  If  the  amount  of  chrysene  recovered 
Is  less  than  80  percent,  the  original  batch  of 
aluminum  oxide  should  be  sieved  between 
100-160  mesh.  Activation  and  testing  of  this 
sieved  batch  should  indicate  a  satisfactory 
alviminum  oxide  for  use.) 

IV.  Sampling.  Precautions  must  be  taken 
to  insme  that  an  uncontaminated  sample  of 
the  mineral  oil  is  obtained  since  ultraviolet 
absorption  is  very  sensitive  to  small  amounts 
of  extraneous  material  contaminating  the 
sample  through  careless  handling. 

V.  Procedure.  A.  Blank.  Before  proceeding 
with  the  analysis  of  a  sample,  determine  the 
absorbance  of  the  solvent  residues  by  carry¬ 
ing  out  the  procedme  without  a  sample. 

B.  Sample.  1.  Weigh  out  20.0  grams  ±0.1 
gram  of  the  mineral  oil  into  a  beaker  and 
transfer  to  a  250-milliliter  separatory  funnel 
fitted  with  a  tetrafiuoroethylene  polinner 
stopcock,  using  enough  cyclohexane  (25  mil¬ 
liliters)  to  give  a  final  total  volume  of  50 
milliliters  (mineral  oil  plus  cyclohexane). 

2.  Add  25  milliliters  of  nitromethane  satu¬ 
rated  with  cyclohexane  and  shake  by  hand 
vigorously  for  3  minutes.  Recover  the  lower 
nitromethane  layer  in  a  150-mlllillter  beaker 
containing  1  milliliter  of  n-hexadecane  and 
evaporate  on  the  steam  bath  under  nitrogen. 
Repeat  the  extraction  four  more  times,  re¬ 
covering  each  extract  in  the  150-milliliter 
beaker.  Exercise  care  not  to  fill  the  beaker  to 
such  a  c«4>aclty  that  solvent  losses  may  occur. 
Evap>orate  the  combined  nitromethane  ex¬ 
tracts  to  1  milliliter  of  n-hexadecane  residue 
containing  the  nitromethane-soluble  mineral 
oil  extractives.  (Note:  Complete  removal  of 
the  nitromethane  is  essential.  This  can  be 


assured  by  two  successive  additions  of  5  mil¬ 
liliters  of  isooctane  and  reevi^ration.) 

3.  Remove  the  becdcer  from  the  steam  bath 
and  allow  to  cool. 

4.  Weigh  60  grams  ±1  gram  of  activated 
aluminum  oxide  and  pack  into  the  chrmnato- 
graphic  cOliunn  (1.3  centimeters  x  76  centi¬ 
meters)  described  under  "Apparatus”  in  C 
under  I  above.  (Note;  A  small  plug  of  glass 
wool  is  placed  at  the  column  exit  to  prevent 
the  aluminum  oxide  from  passing  through 
the  column.  After  adding  aluminum  oxide, 
tap  the  oolunrn  lightly  to  remove  air  voids. 
All  percolations  using  alumin\un  oxide  are 
performed  under  nitrogen  pressure.  The  500- 
millillter  reservoir  described  under  "Appara¬ 
tus”  in  E  under  I  above  is  be  used  to  hold 
the  elution  solvents.) 

6.  Prewet  the  column  by  adding  40  milli¬ 
liters  of  isooctane  to  the  column.  Adjust 
nitrogen  pressure  so  that  rate  of  descent  of 
the  Isooctane  coming  off  the  coliunn  is  2.0  to 
3.0  milliliters  per  minute.  Be  carefvil  to  main¬ 
tain  the  level  of  solvent  in  the  reservoir  to 
prevent  air  from  entering  the  aluminum 
oxide  bed.  New  or  additional  solvent  is  added 
Just  before  the  last  portion  of  the  prevlotis 
solvent  enters  the  bed.  To  minimize  possible 
photo-oxidation  effects,  the  following  pro¬ 
cedures  (steps  6  through  18)  shall  be  carried 
out  in  subdued  light. 

6.  Before  the  last  of  the  isooctane  reaches 
the  top  of  the  aluminum  oxide  bed,  release 
the  nitrogen  pressure  and  turn  off  the  stop¬ 
cock  on  the  column.  Transfer  the  n-hexa- 
decane  residue  from  the  150-millillter  beaker 
from  procedme  step  3  above  onto  the  col¬ 
umn,  using  several  washes  of  isooctane 
(total  volume  of  washes  should  be  no  greater 
than  10-15  milliliters). 

7.  Open  the  stopcock  and  continue  percola¬ 
tion  until  the  isooctane  is  about  1  centimeter 
above  the  top  of  the  aluminum  oxide  bed. 
Add  200  milliliters  of  isooctane  to  the  res¬ 
ervoir,  and  continue  the  percolation  at  the 
specified  rate. 

8.  Just  before  the  isooctane  surface  reaches 
the  top  of  the  aluminum  oxide  bed,  add  200 
milliliters  of  a  mixture  of  benzene  and  iso- 
octane  (33)4  percent  benzene  and  66%  per¬ 
cent  isooctane  by  volume)  to  the  reservoir, 
and  continue  the  percolation. 

9.  Just  before  the  surface  of  this  mixture 
reaches  the  top  of  the  aluminum  oxide  bed, 
release  the  nitrogen  pressure,  turn  off  the 
stopcock,  and  discard  all  the  elution  solvents 
collected  up  to  this  point. 

10.  Add  to  the  reservoir  300  milliliters  of  a 
mixture  of  benzene  and  Isooctane  (90  per¬ 
cent  benzene  and  10  percent  Isooctane  by 
volume),  place  a  26-mllllllter  graduated 
cylinder  under  the  column,  continue  the 
percolation  until  20  milliliters  of  eluate  has 
been  collected,  and  ttien  discard  the  eluate. 

11.  At  this  point,  place  a  clean  250-milli¬ 
liter  Erlenmeyer  fiask  under  the  column. 
Continue  the  percolation  and  collect  all  the 
remaining  eluate. 

(Note:  Allow  the  column  to  drain  com¬ 
pletely.  An  Increase  in  the  nitrogen  pressure 
may  be  necessary  as  the  last  of  the  solvent 
comes  off  the  column.) 

12.  Place  1  milliliter  of  n-hexadecane  into 
a  150-mllllliter  beaker.  Place  this  onto  a 
steam  bath  under  a  nitrogen  stream  and 
transfer  in  small  portions  the  eluate  from 
step  11  above.  Wash  out  the  Erlenmeyer  flask 
with  small  amounts  of  benzene  and  transfer 
to  the  evaporation  beaker.  Evaporate  until 
only  1  millUlter  of  hexadecane  residue  re¬ 
mains.  (Note;  Complete  removal  of  the  ben¬ 
zene  is  essential.  This  can  be  assured  by  two 
successsive  additions  of  5  milliliters  of  isooc¬ 
tane  and  reevi^Mration.) 

13.  Remove  the  beaker  from  the  steam 
bath  and  cool. 

14.  Place  a  sample  of  113  A  grams  activated 
100-  200-mesh  silica  gel  in  a  500-mllllllter 


glass-stoppered  Erlenmeyer  flask.  Add  to  the 
silica  gel  46.2  grams  (41  milliliters)  of  nitro¬ 
methane.  Stopper  and  shake  the  flask  vigor¬ 
ously  until  no  liunps  of  silica  gel  are  observed 
and  then  shake  occasionally  during  a  period 
of  1  hour.  The  resultant  nitromethane- 
treated  silica  gel  is  29  weight-percent  nitro¬ 
methane  and  71  weight-percent  silica  gel. 

15.  Place  a  small  plug  of  glass  wool  in  the 
tapered  end  of  the  1.7  centimeters  outside 
diameter  x  115  centimeters  column,  described 
under  “Apparatus”  in  D  of  I  above,  adjacent 
to  the  stopcock  to  prevent  silica  gel  from 
passing  through  the  stopcock.  Pack  the  ni- 
tromethane-treated  silica  gel  into  the 
column,  tapping  lightly.  The  resultant  silica 
gel  bed  should  be  about  95  centimeters  in 
depth.  Place  into  a  flask  170  milliliters  of 
isooctane  saturated  with  nitromethane. 

16.  Place  a  lOO-mlUlliter  graduated  cylin¬ 
der  under  •  the  column  and  transfer  the 
residue  from  the  beaker  li)  procedure  step  13 
above  with  several  washes  of  the  170  milli¬ 
liters  of  isooctane,  saturated  with  nitro¬ 
methane,  onto  the  top  of  the  column.  (Total 
volume  of  washes  should  be  no  greater 
than  10  to  15  milliliters.)  Permit  iso- 
octane  solution  to  enter  the  silica  gel  bed 
until  the  liquid  level  is  at  the  top  bed  level. 
Place  the  remaining  amount  of  the  170  milli¬ 
liters  of  Isooctane,  saturated  with  nitro¬ 
methane,  in  the  reservoir  above  the  bed  for 
percolation  through  the  silica  gel.  Apply 
nitrogen  pressure  to  the  top  of  the  column, 
adjusting  the  pressure  so  that  the  isooctane 
is  collected  at  the  rate  of  2.5  to  3.5  milliliters 
per  minute,  and  percolate  Isooctane  through 
the  bed  until  a  quantity  of  75.0  milliliters  of 
eluate  is  collected.  Discard  the  76  milliliters 
of  eluate.  Turn  off  the  stopcock  and  add  250 
milliliters  of  benzene  to  the  reservoir  above 
the  bed.  Use  a  400-mllllllter  beaker  to  col¬ 
lect  the  remaining  eluate. 

17.  Open  the  stopcock,  renew  the  pres¬ 
sure,  and  percolate  the  remaining  iso¬ 
octane  and  benzene  through  the  column 
eluting  the  remaining  aromatics.  Transfer 
the  eluate  in  small  portions  from  the  400 
milliliter  be^er  to  a  160-millillter  beaker 
containing  1  milliliter  of  n-hexadecane  and 
evaporate  on  the  steam  bath  under  nitrogen. 
Rinse  the  400-milllliter  beaker  well  with 
small  portions  of  isooctane  to  obtain  a  com¬ 
plete  transfer. 

(Note:  Complete  removal  of  the  nitrometh¬ 
ane  and  benzene  is  essential.  This  can  be 
assured  by  successive  additions  of  5  milli¬ 
liters  of  Isooctane  and  reevaporation.) 

18.  Transfer  the  residue  with  several 
washes  of  isooctane  into  a  200-milllliter 
volumetric  flask.  Add  isooctane  to  mark. 

19.  Record  the  spectrum  of  the  sample 
solution  in  a  l-centimeter  cell  compared  to 
isooctane  from  270  to  400  m/i.  After  making 
necessary  corrections  in  the  spectrum  for 
ceil  differences  and  for  the  blank  absorbance, 
record  the  maximum  absorbance  in  each  of 
the  wavelength  Intervals  (m^),  280-299, 
300-319,  320-359,  360-400. 

a.  If  the  ^ectrum  then  shows  no  dis¬ 
cernible  peak  corresponding  to  the  absorb¬ 
ance  maximum  of  the  pyrene  reference 
standard  solution  at  334  mji,  the  maximum 
absorbances  in  the  respective  wavelength  in¬ 
tervals  recorded  shall  not  exceed  those 
prescribed  in  paragraph  (d)(1)  (il)  of  this 
section. 

b.  If  such  a  peak  is  evident  in  the  spec¬ 
trum  of  the  sample  solution,  and  the  spec¬ 
trum  as  a  whole  is  not  incompatible  with 
that  of  a  pyrene  contaminant  yielding  such 
a  peak  of  the  observed  absorbance,  calculate 
the  concentration  of  pyrene  that  would  yield 
this  peak  (334  nut)  by  the  base-line  technique 
described  in  A8TM  Method  E-169-60T.  Cor¬ 
rect  each  of  the  maximum  absorbances  in 
the  respective  specified  wavelength  intervals 
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(c)  The  additive  is  used  as  follows: 


by  subtracting  the  absorbance  due  to  pyrene, 
determined  as  follows: 

Absorbance  due  to  pwene= 

sp 

Where: 

Cp=  Calculated  concentration  of  pyrene  In 
sample  solution; 

Sp= Concentration  of  pyrene  reference  stand¬ 
ard  solution  In  same  units  of  concentra¬ 
tion; 

Sa= Absorbance  of  pyrene  reference  standard 
solution  at  wavelength  of  maximum  ab¬ 
sorbance  of  sample  solution  in  the  respec¬ 
tive  specified  wavelength  Intervals. 

Also  calculate  the  pyrene  content  of  the  oil 
sample  In  parts  per  million  as  follows: 

^  ,  V  200  1000  xc 

Pyrene  content  (p.p.m.i  = — —  =10C. 

20  1000 

Where: 

C  =  Calculated  concentration  of  pyrene.^ in 
milligrams  per  liter  of  sample  solution. 

c.  The  pyrene  content  so  determined  shall 
not  exceed  26  p.p.m.  The  maximum  absorb¬ 
ances  corrected  for  pyrene  content  as  de¬ 
scribed  in  this  step  19  for  each  of  the  specified 
wavelength  Intervals  shall  not  exceed  the 
limits  prescribed  in  paragraph  (d)(1)  (11)  of 
this  section. 

d.  If  the  spectrum  as  a  whole  of  the  sample 
solution  Is  In  any  respect  clearly  incompat¬ 
ible  with  the  presence  of  pyrene  as  the  source 
of  the  peak  at  334  m^,  then  the  maximum 
absorbances  In  the  respective  wavelength  In¬ 
tervals  without  correction  for  any  assumed 
pyrene  content  shall  not  exceed  the  limits 
prescribed  in  paragraph  (d)(1)  (il)  of  this 
section. 

§  178.3630  Odorless  light 
hydrocarbons. 

Odorless  light  petroleum  hydrocarbons 
may  be  safely  used,  as  a  component  of 
nonfood  articles  intended  for  use  in  con¬ 
tact  with  food,  in  accordance  with  the 
following  prescribed  conditions: 

(a)  The  additive  is  a  mixture  of  liquid 
hydrocarbons  derived  from  petroleum  or 
synthesized  from  petroleum  gases.  The 
additive  is  chiefly  paraffinic,  isoparaffinic, 
or  naphthenic  in  nature. 

fb)  The  additive  meets  the  following 
specifications: 

(1)  Odor  is  faint  and  not  kerosenic. 

(2)  Initial  boiling  point  is  300°.  F 
minimum. 

(3)  Pinal  boiling  point  is  650°  F 
maximum. 

(4)  Ultraviolet  absorbance  limits  de¬ 
termined  by  method  specifled  in 
§  178.3620(b)  (l)(ii),  as  follows: 

Maximum 

absorbance 


per 

centimeter 

optical 

Wavelength  (Mm)  :  pathlength 

280  to  289 . . . .  4.  0 

290  to  299 . . .  3.  3 

300  to  329. .  2. 3 

330  to  360 . . . 8 


Use 

As  a  plasticizer  and  absorber  oil  in  the  manu¬ 
facture  of  polyolefin  articles  authorized  feu* 
food  contact  use. 

As  a  lubricant  of  fibers  of  textiles  authorized 
for  food  contact  use. 

As  a  component  of  adhesives _ 

As  a  defoamer  In  the  manufactxire  of  paper 
and  paperboard. 

As  a  defoamer  in  coatings _ 


§  178.3700  Prirolatuii). 

Petrolatum  may  be  safely  used  as  a 
component  of  nonfood  articles  in  contact 
with  food,  in  accordance  with  the  follow¬ 
ing  conditions: 

(a)  Petrolatum  complies  with  the 
specifications  set  forth  in  the  U.S.  Phar¬ 
macopeia  XVn  for  white  petrolatum  or 
in  liie  National  Formulary  XII  for 
yellow  petrolatum. 

(b)  Petrolatum  meets  the  following 
ultraviolet  absorbance  limits  when  sub¬ 
jected  to  the  analytical  procedure  de¬ 
scribed  in  S  172.886(b)  of  this  chapter: 

Ultraviolet  absorbance  per  centimeter 
path  length: 

Millimicrons:  Maximum 

280  to  289 . 0.25 

290  to  299 _ 20 

300  to  369 _  .  14 

360  to  400 _ .04 

(c)  It  is  used  or  intended  for  use  as 
a  protective  coating  of  the  surfaces  of 
metal  or  wood  tanks  used  in  fermenta¬ 
tion  process,  in  an  amount  not  in  excess 
of  that  required  to  produce  its  intended 
effect. 

(d)  Petrolatum  as  defined  by  this  sec¬ 
tion  may  be  used  for  the  functions  de¬ 
scribed  and  within  the  limitations  pre¬ 
scribed  by  specific  regulations  in  Parts 
175.  176,  177,  and  178  of  this  chapter 
which  prescribe  uses  of  petrolatum.  For 
the  purpose  of  cross-reference,  such  spe¬ 
cific  regulations  include:  §$  175.105, 
175,  176,  177,  and  178  of  this  chapter 
177.2600,  and  177.2800  of  this  chapter 
and  §  178.3570. 

(e)  Petrolatum  may  contain  any  anti¬ 
oxidant  permitted  in  food.by  regulations 
issued  pursuant  to  section  409  of  the  act. 
in  an  amount  not  greater  than  that  re¬ 
quired  to  produce  its  intended  effect. 

§  178.3710  Petroleum  wax. 

Petroleiun  wax  may  be  safely  used  as 
a  component  of  nonfood  articles  in  con¬ 
tact  with  food,  in  accordance  with  the 
following  conditions: 

(a)  Petroleum  wax  is  a  mixture  of 
solid  hydrocarbons,  paraffinic  in  nature, 
derived  from  petroleum,  and  refined  to 
meet  the  specifications  prescribed  in  this 
section. 


Limitations 

In  an  amount  not  to  exceed  that  required 
to  produce  Intended  effect,  consistent  with 
good  manufacturing  practice. 

At  a  use  level  not  to  exceed  0.15  percent  by 
weight  of  finished  fibers. 

Complirlng  with  {  175.105  of  this  chapter. 

Compiling  with  §  176.210  of  this  chapter. 

Complying  with  §  176.200  of  this  chapter. 


(b)  The  petroleum  wax  meets  the  fol¬ 
lowing  ultraviolet  absorbance  limits 
when  subjected  to  the  analytical  proce¬ 
dure  described  in  §  172.886(b)  of  this 
chapter. 

Ultraviolet  absorbance  per  centimeter 
path  length: 

Millimicrons:  Maximum 

280  to  289 _ _ _  0.  15 

290  to  299 _  .  12 

300  to  359... . .08 

380  to  400 . 02 

(c)  Petroleum  wax  may  contain  any 
antioxidant  permitted  in  food  by  regula¬ 
tions  issued  in  accordance  with  section 
409  of  the  act,  in  an  amount  not  greater 
than  that  required  to  produce  its  in¬ 
tended  effect. 

(d)  Petroleum  ivax  may  contain  a 
total  of  not  more  than  1  weight  percent 
of  residues  of  the  following  polymers 
when  such  residues  result  from  use  of 
the  polymers  as  processing  aids  (filter 
aids)  in  the  production  of  the  petroleum 
wax.  Homopolymers  and/or  copolymers 
derived  from  one  or  more  of  the  mixed 
n-alkyl  (C,s,  Cu,  C,..  and  Cis)  methacry¬ 
late  esters  where  the  Cu  and  Cu  alkyl 
groups  are  derived  from  coconut  oil  and 
the  Cm  and  Cu  groups  are  derived  from 
tallow. 

(e)  Petroleum  wax  may  contain  2- 
hydroxy-4-n-octoxybenzophenone  as  a 
stabilizer  at  a  level  not  to  exceed  0.01 
weight  percent  of  the  petroleum  wax. 

§  1 78.3720  Prlroleum  wax,  synllielic. 

Synthetic  F>etroleum  wax  may  be  safely 
used  in  applications  and  under  the  same 
conditions  where  naturally  derived  pe¬ 
troleum  wax  is  permitted  in  Subchapter 
B  of  this  chapter  as  a  component  of  arti¬ 
cles  intended  to  contact  food,*  provided 
that  the  ssmthetic  petroleum  wax  meets 
the  definition  and  specifications  pre¬ 
scribed  in  $  172.888  of  this  chapter. 

§  178.3730  Piperonyl  buloxide  and  py- 
rethrins  us  components  of  bags. 

Piperonyl  butoxide  in  combination 
with  pyrethrins  may  be  safely  used  for 
Insect  ccmtrol  on  bags  that  are  intended 
for  use  in  contact  with  dried  feed  in  com¬ 
pliance  with  §§  561.310  and  561.340  oi 
this  chapter,  or  that  are  intended  for  use 
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in  contact  with  dried  food  in  compliance 
with  §§  193.60  and  193.390  of  this  chapter. 

§  178.3740  PlaHlirizers  in  polynirric 
substances. 

Subject  to  the  provisions  of  this  reg¬ 
ulation,  the  substances  listed  in  para¬ 
graph  (b)  of  this  section  may  be  safely 
used  as  plasticizers  in  polymeric  sub¬ 
stances  used  in  the  manufacture  of 


articles  or  components  of  articles  in¬ 
tended  for  use  in  producing,  manufactur¬ 
ing,  packing,  processing,  preparing, 
treating,  packaging,  transporting,  or 
holding  food. 

(a)  The  quantity  used  shall  not  exceed 
the  amount  reasonably  required  to  ac- 
compish  the  intended  technical  effect. 

(b)  List  of  substances: 


Subttancts 


LimUatioiif 


Bulylboiizyl  pliilialato 


I,3-Butyl8np.  KlytvIlKlipicacid  polyester 
(1,700-2,200  molecular  weight)  termi¬ 
nated  with  a  16  percent  by  weight 
mixture  of  myristic,  palmitic,  and 
stearic  acids. 

Dice?,  Ct-alkyl)  adipate,  in  which  the 
C7,  C|  alkyl  groups  are  derived  from 
linear  alpha  olefins  by  the  0x0  process. 


Di-n-alkyl  adipate  made  £rom  Ct-CrCi* 
(predominately  Ci  and  Cm)  or  Ci-Cn 
synthetic  fatty  alcohols  complying 
with  $  172.864  of  this  chapter. 


y 


Dicyclobexyl  phthalate. 


Di(2-ethylhexyl)  adipate. 
Ditoononyl  adipate . 


For  use  only: 

1.  As  provided  in  §§  175.105  and  176.180  of  this  chapter. 

2.  In  TOlymeric  sutotances  used  in  food-contact  articles  complying  with 

it  175.300,  175.320,  or  176.170  of  this  chapter:  l^mided.  That  the 
butyl  benxyl  phthalate  oonlains  not  more  than  1  pertviil  by  weight 
of  dibenzyl  phthalate. 

3.  In  polymeric  substances  used  in  other  permitted  food-contact  articles: 

Proiidtd,  That  the  butyl  betuyl  phthalatt'  coiUaitis  not  more  than 
1  percent  by  wei^t  of  dibeniyl  plithalate;  and  Prodded  further. 
That  the  finished  food-contact  article,  when  extracted  with  the 
solvent  or  solvents  cliaracterizing  the  ty|>e  of  food  and  under  the 
conditions  of  time  atid  temperature  characterizing  the  conditions 
of  its  intended  use  as  determined  from  tables  1  and  2  of  i  175.3()0(d) 
of  this  chapter,  shall  yield  net  chloroform-soluble  extractives  not  to 
exceed  0.5  mg.  per  square  inch,  as  determined  by  the  methods 
prescribed  in  f  175.300(e)  of  this  chapter. 

For  use  at  levels  not  exceeding  33  percent  by  weight  of  polyvinyl  chloride 
homopolymers  used  in  contact  with  food  (except  foods  that  contain 
more  than  8  percent  of  alcohol)  at  temperatures  not  to  exceed  room 
tempmture.  The  average  thickness  of  such  homopolymers  in  the  form 
in  which  they  contact  food  shall  not  exceed  0.004  inch. 

For  use  only  under  the  conditions  listed  below,  and  excluding  use  as  a 
component  of  resinous  and  polymeric  coatings  d(sci'il>ed  in  f  175.300  of 
this  chapter. 

1.  At  levels  not  to  exceed  24  percent  by  weight  of  permitte<l  vinyl  chloride 

homo-  and/or  copolymers  used  in  contact  with  nonfatty  foods.  The 
average  thickness  of  such  polymers  in  the  form  in  which  they  con¬ 
tact  food  siiall  not  exceed  o.odo  inch. 

2.  At  levels  not  to  exceed  24  pet  by  weight  of  pemiitUHl  vinyl  chloride 

homo-  and/or  copolymers  used  in  contact,  under  conditions  of  use 
F  and  U  descril)ed  in  table  2  of  5  176.170(c)  of  this  chapter,  with 
fatty  foods  having  a  fat  and  oil  content  not  exo'eding  a  totiU  of 
40  pet  by  weight.  The  average  thickness  of  such  polymers  in  the 
form  in  which  they  contact  food  shall  not  exceed  0.005  inch. 

3.  At  levels  not  exceedi.ig  35  pet  by  weight  of  permitted  vinyl  chloride 

homo-  and/or  copolvmers  used  in  contact  with  nonfatty  foods.  The 
average  thickness  of  such  polymer  in  the  form  in  which  they  contact 
food  ^all  not  exceed  0.002  inch. 

4.  At  levels  not  exceeding  35  pet  by  weight  of  |)ermitted  viiiyl  chloride 

homo-  and/or  a^opolymers  used  in  contact,  under  conditioiis  of  use 
F  and  G  described  in  table  2  of  {  176.170(c)  of  this  chapter  with 
fatty  foods  having  a  fat  and  oil  content  not  exceeding  a  total  of 
40  pet  by  weight.  The  average  thickness  of  such  polymers  in  tlie 
form  in  which  they  contact  food  shall  not  exceed  0.002  inch. 

For  use  only: 

1.  At  levels  not  exceeding  24  pet  by  weight  of  permitted  vinyl  chloride 

homo-  and/or  copolymers  used  in  contact  with  nonfatty  foods.  The 
average  thickness  of  such  polymers  in  the  form  in  which  they  con¬ 
tact  food  shall  not  exceed  0.0()6  inch. 

2.  At  levels  not  exceeding  24  pet  by  weight  of  pennitted  vinyl  chloride 
•  homo-  and/or  copolymers  used  in  contact,  under  cdndiuo.is  of  use 

F  and  O  deacribed  in  table  2  of  (  176.170(c)  of  this  chapter,  with 
fatty  foods  having  a  fat  and  oil  content  not  exceeding  a  total  of 
40  pet  by  weight.  The  average  thickness  of  such  polymers  in  the 
form  in  which  they  contact  food  shall  not  exceed  0.005  inch. 

3.  At  levels  not  exceeding  35  pet  by  weight  of  permitte<l  vinyl  chloride 

homo-  and/or  copolymers  used  in  co.itact  with  nonfatty  foods.  The 
average  thickness  of  such  polymers  in  the  form  in  which  they  con¬ 
tact  food  shidl  not  exceed  0.002  inch. 

4.  At  levels  not  exceeding  35  pet  by  weight  of  permitted  vinyl  chloride 

homo-  and/or  eoitolymers  used  in  contact,  under  condi¬ 
tions  of  use  F  and  G  described  In  table  2  of  f  170.170(c) 
of  this  chapter,  with  fatty  foods  having  a  fat  and  oil 
content  not  exceeding  a  total  of  40  itct  by  weight.  The 
average  thickness  of  such  ladymers  in  which  they  con¬ 
tact  food  shall  nut  exceed  0.002  Inch. 

For  use  oidy: 

1.  As  provided  in  {f  175.105, 176.170,  176.1S0,and  li  <.1200  of  this  ch;ipler. 

2.  Alone  or  in  combination  wit  h  other  phthalates,  in  plast  ic  lilm  oi  sheet 

IMrepared  from  polyvinyl  acetate,  polyvinyl  chloride,  and/or  viny 
chloride  copolymers  complying  with  {  177.1'.i80  of  t  his  chapter.  Such 
plastic  film  or  sheet  shall  ik  used  in  conta<'t  with  food  at  tempera¬ 
tures  not  to  exceed  room  temperature  and  shall  contain  no  more 
than  10  pet  by  weight  of  total  pht  halates,  calculated  as  phthalic  acid. 
For  use  only: 

1.  At  levels  not  exceeding  24  pet  by  weight  of  permitted  vinyl  chloride 

homo-  and/or  copolymers  used  in  contact  with  nonfatty,  nonalco¬ 
holic  foods.  The  average  thickness  of  such  polymers  in  the  form  in 
which  they  contact  food  shall  not  esoeed  0.005  inch. 

2.  At  levels  not  exceeding  24  pet  by  weight  of  permitted  vinyl  chloride 

homo-  and/or  copolymers  used  in  contact  under  conditions  of  use  F 
and  O  described  in  tabic  2  of  f  176.170(c)  of  this  chapter  with  fatty, 
nonalcoholic  foods  having  a  fat  and  oil  content  not  excivding  a  total 
of  30  pet  by  weight.  The  average  thickness  of  such  polymers  in  the 
form  in  which  they  contact  food  shall  not  exceed  0.005  iiK*h. 

3.  At  levels  not  exceeding  35  pet  by  weight  of  pennitted  vinyl  chloride 

homo-  and/or  copolymers  used  in  contact  with  nonfatty,  nonalco- 
h^o  foods.  The  average  thickness  of  such  polymers  in  the  form  in 
which  they  contact  food  sliall  not  exceed  0.002  inch. 

4.  At  levels  not  exceeding  35  pci  by  weight  of  permitttHi  vinyl  chloride 

homo-  and/or  copolymers  used  in  contact,  under  conditions  of  use  F 
and  G  desolbea  in  table  2  of  S  176.170(c)  of  this  cha(>ter  with  fatty, 
nonalcoholic  foods  having  a  fat  and  oil  content  not  exceeding  a  tot^ 
of  40  pet  by  weight.  The  average  thickness  of  such  pohmiers  in  the 
form  in  which  they  contact  fofxl  shall  not  exceed  O.Cte  inch. 
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DUsoiwiiyl  phthakkte. 


DiC^aUiylhMiyl) 


Di-n-hexy  1  azelaiU. 


Diht'xyl  |)li  tliulute . . 
Dipltriiyl  plithulate. 


K()(i\i(Uzi'<l  iiutyl  (‘tilers  of  linseed  oil 
fatty  acids. 

Epoxidiwd  linst-ed  oil. . . . 

Mineral  oil.  white . 

I'olyhuleiie,  hydrocEc.nated  (niiuiiuum 
viscosity  at  1’10“  K.  39  Saybolt  Uni¬ 
versal  seconds,  as  dotemiined  by 
ASTM  Methods  U-«46  and  D-2161; 
and  liromine  number  of  3  or  less,  as 
deleriniiM'd  bv  ASTM  Mi'thod  I>- 
ItltLM. 


I’ol>  i-<il.ul.\  li  ne  (ino!  »ci|:hl  30(:  ■'i.OOOl. 


rulyisobuty  lene  cum|ilyin([  with  S  177.- 
1420  of  this  chaiiler. 

rmpvlene  itlvcol  iizeliile  (iivemBe  mol. 
weiKht  3.000). 


Triei  hylene  (tlyeol  _ _ _ 

2.2.4- rrinielhyl-1.  S-fs'iitaiiediol  diiso- 
bulyralc. 


LimHaflont 

For  uae  only  at  levels  not  exceeding  43  by  weight  of  i)i‘i  milled  »iu>  1 
chloride  homo-  and/or  copolymers  used  in  contact  with  food  only  of  t'<e 
typea  ideatified  in  1 17A.170(e)  of  this  chapter.  Table  1,  under  caieguhcs 
I,  u,  IV-B,  and  VTIX,  at  temperaturae  not  exceeding  nxtm  tem()«ratuic. 
The  average  thickness  of  such  polymers  in  the  form  in  which  they  contact 
fo(^  shall  not  exceed  0.005  inen. 

For  uae  only: 

1.  At  levels  not  exceeding  34  pet  by  weight  of  pennittc.l  vinyl  chloride 

homo-  and/or  copolymers  used  in  conia>d  with  iionfutty.  nun- 
^coholic  food.  The  average  ttUckness  of  such  polymers  in  the  form  in 
which  they  contact  food  shall  not  exceed  0.003  mch. 

2.  .\t  levels  not  exceeding  24  pet  by  weight  of  permitted  vinyl  chloride 

homo-  and/or  copolymers  used  in  contact,  uinier  (Htnditions  of  uae 
F  and  (1  dus>;ril>rd  in  talile  2  of  §  175.1~0vc)  of  tliis  cha|»ter,  with 
fotty,  nonalcoholic  food  having  a  fat  and  oil  content  not  exceeding 
a  total  of  30  percent  by  weight.  The  average  thick  iiess  of  such  poly¬ 
mers  in  the  form  in  which  they  contact  food  shali  not  exce-Kl  0.008 
inch. 

For  use  only: 

1.  In  polymeric  sulwtanccs  used  in  contact  with  nonfatty  food. 

2.  In  polymeric  sut>stanct«  lued  in  contact  with  fatly  food  and  limited 

to  use  at  levels  not  exceeding  15  |icl  by  weight  of  such  polymeric 
substance  except  as  provided  under  lituilation  3. 

3.  Kt  leveLs  greater  tium  15  but  not  exceeding  21  pot  by  weight  of  per¬ 

mitted  vinyl  chloride  homo-  and'or  copol^^ners  used  in  contact, 
under  coiKlitious  of  use  F  or  (1  deacribed  in  talrle  2  of  1 17tl.l70(c)  of 
this  chapter,  with  fatty  food  having  a  fot  and  oil  content  not  ex¬ 
ceeding  a  total  of  30  pet  by  weight.  The  average  thick  iw.ss  of  such 
l>olymers  in  the  form  In  which  they  conlact  food  shall  not  exceed 
O.OtBinch. 

For  use  only: 

1.  As  provided  iu  1  175.105  of  tins  chapter. 

2.  In  articles  that  contact  f(X)d  only  of  the  lyites  identilied  in  i  l7tM70tc) 

of  thischapter,  table  1,  under  categories  I,  II,  IV-Tl.  \  1  H,aiid\in. 
Fur  use  only: 

1.  As  provided  in  {  175.105  of  this  chapter. 

2.  Alone  or  in  com  bination  with  ether  pbtiralatos,  in  plastic  him  or  slieet 

prepared  from  polyvinyl  acetate,  polyvinyl  chloride,  and  or  vinyl 
chloride  copolymers  complying  with  1 177.1'«0  of  this  chapter.  Such 
plastic  him  or  sheet  sliall  be  used  in  contact  with  food  at  tempera¬ 
tures  not  to  exceed  room  temperature  and  shall  contain  no  more  than 
10  pet  by  weight  of  total  phthalales.  calculated  as  phtitalic  acid. 
Iodine  number,  maximum  5;  oxjrane  oxygen,  minimum  7.8  |H't. 

I(xline  nuinlwr,  maximum  5;  oxirane  oxygen,  minimum  !t-pcl. 

For  use  ouly: 

1.  Ill  polymeric  sulxstances  used  in  contact  with  non-falty  food. 

2.  In  polyethylene  complying  with  {  177.1.520of  thischapter  and  used  in 

contact  with  fatty  fo(>d,  provided  that  the  hydrogenated  polytmlene 
is  added  iu  an  amount  nut  to  exceed  0.5  pet  by  weight  of  the  poly¬ 
ethylene,  and  further  provided  that  such  (ilasticizcd  polyethylene 
.slMll  not  be  used  as  a  component  of  articles  intended  fur  |iackiiig  or 
holding  food  during  cooking. 

3.  Ill  (lolystyrene  coniplyii^  with  §  177.1640  of  this  cha)>tcr  and  used  in 

contact  with  fatty  food,  provided  that  the  hydrogenated  pulyliutene 
is  added  in  an  amount  not  to  exceed  5  pet  by  weight  of  the  poly¬ 
styrene,  and  furtlier  provided  that  such  plasticized  polystyrene  shall 
not  be  used  as  a  component  of  articles  intended  for  packing  or  hold- 
ii«  food  during  cixikuig. 

Fur  us(‘  iu  polyethylene  complying  with  {177.1520  of  thischapter,  provided 
that  the  polyisobutylcne  is  added  in  an  amount  not  exceediug  0.5  pet 
by  weight  of  t  le  polyethylene,  and  further  provided  that  such  plasticized 
liolyethylene  shall  not  used  as  a  component  of  articlee  intended  for 
(lacking  or  holding  food  during  cooking. 

For  use  only  at  levels  not  exceeding  41  jict  by  weight  of  permitted  (loly- 
vinyl  chloride  coatings.  Such  coatings  ahall  he  used  only  as  hulk  fotid 
contact  surfaces  of  articles  intended  for  repeated  use,  complying  with 
1 177.2600  of  this  chapter, 
niethylene  glycol  content  not  to  exceed  0.1  (xrt. 

For  use  only  in  cellulosic  plastics  in  an  amount  not  to  exceed  15  (ict  by 
weight  of  the  finished  food-contact  article,  provided  Uiat  the  llnislied 
plastic  article  contacts  food  only  of  the  tyiies  ideiitined  in  {  176.170tc) 
of  this  chapter,  table  1,  under  categories  1,  II,  Vl-B,  VII-B,  and  VIII. 


(c)  The  use  of  the  plasticizers  in  any 
polymeric  substance  or  article  subject  to 
any  regulation  in  Parts  174,  175, 176,  177, 
178  179  of  this  chapter  must  comply  with 
any  specifications  and  limitations  pre¬ 
scribed  by  such  regulation  for  the  fin¬ 
ished  form  of  the  substance  or  article. 

§  I78.37.>0  I*olyelh;’I«tir  glycol  (mean 
molecular  weight  2(Mj— 9,500). 

Polyethylene  glycol  identified  in  this 
section  may  be  safely  used  as  a  com¬ 
ponent  of  articles  intended  for  use  in 
contact  with  food,  in  accordance  with  the 
following  prescribed  conditions: 

(a)  The  additive  is  an  addition  poly¬ 
mer  of  ethylene  oxide  and  water  with  a 
mean  molecular  weight  of  200  to  9,500. 

(b)  It  contains  no  more  than  0.2  per¬ 
cent  total  by  weight  of  ethylene  and  di¬ 
ethylene  glycols  if  Its  mean  molecular 
weight  is  350  or  higher  and  no  more  than 


03  percent  total  by  weight  of  ethylene 
and  diethylene  glycols  if  its  mean  molec¬ 
ular  weight  is  below  350,  when  tested  by 
the  analytical  methods  prescribed  in 
§  172.820(b)  of  this  chapter. 

(c)  The  provlsifMis  of  paragraph  (b) 
of  this  section  are  not  applicable  to  poly¬ 
ethylene  glycols  used  in  food-packaging 
adhesives  complying  with  §  175.105  of 
this  chapter. 

§  178.3760  Polyethylene  glycol  (400) 
monola  urate. 

Polyethylene  glycol  (400)  monola  urate 
containing  not  more  than  0.1  percent  by 
weight  of  ethylene  and/or  diethylene 
glycol  may  be  used  at  a  level  not  to  ex¬ 
ceed  0.3  percent  by  weight  of  twine  as 
a  finish  on  twine  to  be  used  for  tying 
meat  provided  the  twine  fibers  are  pro¬ 
duced  from  nylon  resins  complying  with 
§  177.1500  of  this  chapter. 


11G27 

5  17C.3770  Polyhxdrie  alettliel  diesters 
of  OKi«lulivt-ly  refuted  (Gersihoffen 
process)  nuMtlan  wax  acids. 

Polyhydric  alcohol  diesters  of  oxida¬ 
tively  refined  (Gersthoffen  process)  mon- 
tan  wax  acids  identified  in  this  section 
may  be  safely  used  as  components  of  ar¬ 
ticles  intended  for  use  in  contact  with 
food  In  accordance  with  the  followins 
prescribed  conditions; 

(a)  The  polyhydric  alcohol  diesters 
identified  fn  this  paragraph  may  be  useil 
as  lubricants  in  the  fabrication  of  vinyl 
chloride  plastic  food-contact  articles 
prepared  from  polyvinyl  chloride  and  or 
from  vinyl  chloride  copolymers  comply¬ 
ing  with  S  177.1980  of  this  chapter.  Such 
diesters  meet  the  following  specifications 
and  are  produced  by  partial  esterification 
of  oxidatively  refined  (Gersthoffen  proc¬ 
ess)  montan  wax  acids  by  either  ethylene 
glycol  or  1.3-butanediol  with  or  without 
neutralization  of  unreacted  carboxylic 
groups  with  calcium  hydroxide: 

(1)  Dropping  point  76*  —105“  C,  as 
determined  by  ASTM  Method  D  566. 

(2)  Acid  value  10-20,  as  determined  by 
ASTM  Method  D  1386  using  as  solvent 
xylene-eth>’l  alcohol  in  a  2:1  ratio  in¬ 
stead  of  toluene -ethyl  alcohol  in  a  1:2 
ratio. 

(3)  Saponification  value  100-160,  as 
determined  by  ASTM  Method  D  1387 
using  xylene-ethyl  alcohol  in  a  2:1  ratio 
Instead  of  ethyl  alcohol  In  preparation 
of  EKitassium  hydroxide  solution. 

(4)  Ultraviolet  absorbance  limits  as 
follows,  as'  determined  by  the  analytical 
method  described  in  this  subparagraph: 

Ultraviolet  absorbance  per  centimeter 
path  length. 

Millimicrons:  Maximum 

280  to  289 _ 0.07 

290  to  299 _ _  .  06 

300  to  359 _ .04 

300  to  400-. . .01 

Analytical  Method 
CENEXAL  INSTRUCTIONS 

Because  of  the  sensitivity  of  the  test,  the 
possibility  of  errors  arising  from  contamina¬ 
tion  is  great.  It  is  of  the  greatest  Importance 
that  all  glassware  be  scrupulously  cleaned 
to  remove  all  organic  matter  such  as  oil. 
grease,  detergent  residues,  etc.  Examine  all 
glassware.  Including  stoppers  and  stopcocks, 
under  ultraviolet  light  to  detect  any  residual 
fluorescent  contamination.  As  a  precaution¬ 
ary  measure  It  is  recommended  practice  to 
rinse  aU  glassware  with  purified  isooctane 
Immediately  before  use.  No  grease  Is  to  be 
used  on  stopcocks  or  Joints.  Great  care  to 
avoid  contamination  of  wax  samples  In  han¬ 
dling  and  to  assure  absence  of  any  extra¬ 
neous  material  arising  from  inadequate 
packaging  Is  essential.  Because  some  of  the 
polynucletu-  hydrocarbons  sought  In  this  test 
are  very  susceptible  to  photo-oxidation,  the 
entire  procedure  is  to  be  carried  out  under 
subdued  light. 

ArPARATUS 

Separator!/  funnels.  250-mlllUlter,  500- 
mllllllter,  1,000-mllUliter,  and  preferably 
2,000-mllllllter  capacity,  equipped  with  tetra- 
fluoroetbyleue  polymer  stopcocks. 

Reservoir.  l.OOO-mlllUlter  capacity, 
equipped  with  a  24/40  standard  taper  male 
fitting  at  the  bottom  and  a  suitable  ball- 
joint  at  the  top. 

Chromatographic  tube.  1.200  millimeters  In 
length.  Inside  diameter  to  be  16.5  millimeters 
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±;0.6  millimeter,  equipped  with  a  coarse, 
fritted-glass  ^c,  a  tetrafluoroethylenfe 
polymer  stopcock,  and  a  female  24/40 
standard  tapered  fitting  at  the  opposite  end. 
(Overall  length  of  the  column  with  the 
female  Joint  is  1,255  millimeters.)  The  female 
fitting  should  be  equipped  with  glass  hooks. 

Disc.  Tetrafiuoroethylene  poljnner  2-lnch 
diameter  disc  approximately  aj  e-inch  thick 
with  a  hole  bored  In  the  center  to  closely 
fit  the  stem  of  the  chromatographic  tube. 

Heating  jackets.  Conical,  for  500-mlllillter 
and  1,000-miUlliter  separatory  funnels.  (Used 
with  variable  transformer  heat  control.) 

Suction  flask.  250-milliliter  or  500-mllli- 
liter  filter  fiask. 

Condenser.  24/40  Joints,  fitted  with  a  dry¬ 
ing  tube,  length  optional. 

Evaporation  flasks  (optional).  A  250- 
milllliter  or  600-millillter  capacity  and  a  1- 
liter  capacity  all-glass  fiask  equipped  with 
standard  taper  stopper  having  inlet  and  out¬ 
let  tubes  to  permit  passage  of  nitrogen  across 
the  surface  of  contained  liquid  to  be  evap¬ 
orated. 

Vacuum  distillation  assembly.  All  glass 
(for  purification  of  dimethyl  sulfoxide)  2- 
liter  distillation  fiask  with  heating  mantle; 
Vlgreaux  vacuum-jacketed  condenser  (or 
equivalent)  about  45  centimeters  in  length 
and  distUling  head  with  separable  cold  finger 
condenser.  Use  of  tetrafiuoroethylene  poly¬ 
mer  sleeves  on  the  glass  Joints  will  prevent 
freezing.  Do  not  use  grease  on  stopcocks  or 
Joints. 

Oil  bath.  Capable  of  beating  to  90'  C. 

Spectrophotometric  cells.  Fused  quartz 
cells,  optical  path  length  in  the  range  1.000 
centimeter  ±0.005  centimeter.  With  distilled 
water  in  the  cells,  determine  any  absorbance 
differences. 

Spectrophotometer.  Spectral  range  250 
mlllimicrons-400  millimicrons  with  spectral 
slit  width  of  Oil  millimicron  or  less;  imder 
Instrument  operating  conditions  for  these 
absorbance  measurements.  The  spectro¬ 
photometer  shall  also  meet  the  following  per¬ 
formance  requirements; 

Absorbance  repeatability,  ±0.01  at  0.4 
absorbance. 

Absorbance  accimacy,*  ±0.06  at  0.4  absorb¬ 
ance. 

Wavelength  repeatability,  ±0.2  milli¬ 
micron. 

Wavelength  accuracy,  ±1.0  millimicron. 

Recording  time,  60  seconds. 

Time  constant,  0.6  second. 

Sensitivity,  30. 

Ordinate  scale,  90-100  percent  transmis¬ 
sion  through  scale. 

Abscissa  scale,  8X. 

Nitrogen  cylinder.  Water-pumped  or  equiv¬ 
alent  piirity  nitrogen  in  cylinder  equipped 
with  regulator  and  valve  to  control  fiow  at 
6  p.s.i.g. 

Reagents  and  Materials 

Organic  solvents.  All  solvents  used 
throughout  the  procedure  shall  meet  the 
specifications  and  tests  described  In  this 
specification.  The  isooctane  and  benzene 
designated  in  the  list  following  this  para¬ 
graph  shall  pass  the  following  test: 

To  the  specified  quantity  of  solvent  in  a 
250-mllliliter  Erlenmeyer  fiask,  add  1  milli¬ 
liter  of  purified  n-hexadecane  and  evap<M'ate 
on  the  steam  bath  under  a  stream  of  nitro¬ 
gen  (a  loose  aluminum  foil  Jacket  around 
the  fiask  will  speed  evaporation).  Discon- 


'  As  determined  by  procedure  using  potas¬ 
sium  chromate  far  reference  standard  and 
described  in  National  Bureau  of  Standards 
Circular  484.  “Spectrohpotome^,”  UJ5. 
Department  of  Commerce,  1949.  The  accuracy 
is  to  be  determined  by  comparison  with  the 
standard  values  at  290,  345,  and  400  milli¬ 
microns. 


.  tlnue  evaporation  when  not  over  1  milli¬ 
liter  of  residue  remains.  (To  the  residue 
from  benzene  add  a  10-mlUlllter  portion 
of  purified  Isooctane,  reevaporate,  and 
repeat  once  to  insure  complete  removal  of 
benzene.) 

Alternatively,  the  evaporation  time  can 
be  reduced  by  using  the  optional  evapora¬ 
tion  fiask.  In  this  case  the  solvent  and 
n-hexadecane  are  placed  in  the  fiask  on  the 
steam  bath,  the  tube  assembly  is  Inserted, 
and  a  stream  of  nitrogen  is  fed  through  the 
inlet  tube  while  the  outlet  tube  is  connected 
to  a  solvent  trap  and  vacuum  line  in  such 
a  way  as  to  prevent  any  fiow-back  of  con¬ 
densate  into  the  fiask. 

Dissolve  the  1  milliliter  of  hexadecane 
residue  in  isooctane  and  make  up  to  25  milli¬ 
liters  volume.  Determine  the  absorbance  in 
the  1 -centimeter  path  length  cells  com¬ 
pared  to  isooctane  as  reference.  The  absorb¬ 
ance  of  the  solution  of  the  solvent  residue 
(except  for  methyl  alcohol)  shall  not  exceed 
0.01  per  centimeter  path  length  between 
280  mti  and  400  m^. 

Isooctane  (2.2,4-tnmethylpentane) .  Use 
180  milliliters  for  the  test  described  in  the 
preceding  paragraph.  Pmify,  if  necessary, 
by  passage  through  a  column  of  activated 
silica  gel  (Grade  12,  Davison  Chemical  Co., 
Baltimore,  Md.,  or  equivalent)  about  90 
centimeters  in  length  and  5  centimeters  to 
8  centimeters  in  diameter. 

Benzene,  A.C.S.  reagent  grade.  Use  160 
milliliters  for  the  test.  Purify,  if  necessary, 
by  distillation  or  otherwise. 

n-Hexadecane,  99  percent  olefln-free.  Dilute 
1.0  milliliter  of  n-hexadecane  to  25  milliliters 
with  isooctane  and  determine  the  absorbance 
in  a  1 -centimeter  cell  compared  to  isooctane 
as  reference  point  between  280  mM-400  m/i. 
The  absorbance  per  centimeter  path  length 
shall  not  exceed  0.00  in  this  range.  If  neces¬ 
sary,  purify  by  filtering  through  a  column 
containing  100  grams  of  aluminum  oxide 
(use  same  grade  as  described  below)  in  the 
lower  half  and  100  grams  of  activated  silica 
gel  in  the  upper  half  keeping  the  column  at 
150*  C.,  for  a  period  of  15  hours  or  over¬ 
night.  The  first  100  milliliters  of  eluate  are 
used.  Purification  can  also  be  accomplished 
by  distillation. 

Dimethyl  sulfoxide.  Pure  grade,  clear, 
water-white,  m.p.  -1'  minimum.  Dilute  120. 
milliliters  of  dimethyl  sulfoxide  with  240 
milliliters  of  distilled  water  in  a  500-mllli- 
liter  separatory  funnel,  mix  and  allow  to  cool 
for  6-10  minutes.  Add  40  milliliters  of  iso¬ 
octane  to  the  solution  and  extract  by  shaking 
the  funnel  vigorously  for  2  minutes.  Draw 
off  the  lower  aqueous  layer  into  a  second  500- 
millUiter  separatory  funnel  and  repeat  the 
extraction  with  40  milliliters  of  isooctane. 
Draw  off  and  discard  the  aqueous  layer.  Wash 
each  of  the  40-mllliliter  extractives  three 
times  with  50-milliliter  portions  of  distilled 
water.  Shaking  time  for  each  wash  is  1 
minute.  Discard  the  aqueous  layers.  Filter 
the  first  extractive  through  anhydrous  so¬ 
dium  sulfate  prewashed  with  isooctane  (see 
Sodium  sulfate  under  “Reagents  and  mate¬ 
rials”  for  preparation  of  filter),  into  a  250- 
millillter  Erlenmeyer  fiask,  or  optionally  Into 
the  evaporating  fiask.  Wash  the  first  separa- 
tory  funnel  with  the  second  40-mllllliter 
isooctane  extractive,  and  pass  through  the 
sodium  sulfate  into  the  fiask.  Then  wash  the 
second  and  first  separatory  funnels  succes¬ 
sively  with  a  10-millillter  portion  of  isooc- 
tane,  and  pass  the  solvent  through  the  so¬ 
dium  sulfate  into  the  fiask.  Add  1  milliliter 
of  n-hexadecane  and  evaporate  the  Isooctane 
on  the  steam  bath  under  nitrogen.  Discon¬ 
tinue  evaporation  when  not  over  1  milliliter 
of  residue  remains.  To  the  residue,  add  a 
10-millillter  portion  of  isooctane  and  reevap¬ 
orate  to  1  milliliter  of  hexadecane.  Again, 
add  10  milliliters  of  isooctane  to  the  residue 


and  evaporate  to  1  milliliter  of  hexadecane 
to  insure  complete  removal  of  all  volatile 
materials.  Dissolve  the  1  milliliter  of  hexadec¬ 
ane  in  isooctane  and  make  to  25-milllliter 
volume.  Determine  the  absorbance  in  1- 
centimeter  path  length  cells  compared  to 
isooctane  as  reference.  The  absorbance  of 
the  s<dution  should  not  exceed  0.02  per  centi¬ 
meter  path  length  in  the  280  mM-400  mM 
range.  (Note:  Difficulty  in  meeting  this  ab¬ 
sorbance  specification  may  be  due  to  organic 
impurities  in  the  distilled  water.  Repetition 
of  the  test  omitting  the  dimethyl  sulfoxide 
will  disclose  their  presence.  If- necessary  to 
meet  the  specification,  purify  the  water  by 
redistillation,  passage  through  an  ion-ex¬ 
change  resin,  or  otherwise.) 

Purify,  if  necessary,  by  the  following  pro¬ 
cedure:  To  1,600  milliliters  of  dimethyl  sulf¬ 
oxide  in  a  2-llter  glass-stoppered  fiask,  add 
6.0  milliliters  of  phosphoric  acid  and  60 
grams  of  Norlt  A  (decolorizing  carbon,  alka¬ 
line)  or  equivalent.  Stopper  the  fiask,  and 
with  the  use  of  a  magnetic  stirrer  (tetra¬ 
fiuoroethylene  polymer  coated  bar)  stir  the 
solvent  for  15  minutes.  Filter  the  dimethyl 
sulfoxide  through  four  thicknesses  of  fiuted 
paper  ( 18.5  centimeters,  Schleicher  &  Schuell, 
No.  597,  or  equivalent) .  If  the  initial  filtrate 
contains  carbon  fines,  refilter  through  the 
same  filter  until  a  clear  filtrate  is  obtained. 
Protect  the  sulfoxide  from  air  and  moisture 
during  this  operation  by  covering  the  solvent 
in  the  funnel  and  collection  fiask  with  a 
layer  of  isooctane.  Transfer  the  filtrate  to  a 
2-liter  separatory  funnel  and  draw  off  the 
dimethyl  sulfoxide  into  the  2-liter  distilla¬ 
tion  fiask  of  the  vacuum  distillation  assem¬ 
bly  and  distill  at  approximately  3-milllmeter 
Hg  pressure  or  less.  Discard  the  first  200- 
milllllter  fraction  of  the  distillate  and  re¬ 
place  the  distillate  collection  fiask  with  a 
clean  one.  Continue  the  distillation  until 
approximately  1  liter  of  the  sulfoxide  has 
been  collected. 

At  completion  of  the  distillation,  the  re¬ 
agent  should  be  stored  in  glass-stoppered 
bottles  since  it  is  very  hygroscopic  and  will 
react  with  some  metal  containers  in  the 
presence  of  air. 

Phosphoric  acid.  86  percent  A.C.S.  reagent 
grade. 

Aluminum  oxide  (89-200  mesh  Woelm 
neutral  activity  grade  1  [Brockmann],  Al- 
upharm  Chemicals,  New  Orleans,  La.,  or 
equivalent).  Pipette  1  milliliter  of  distilled 
water  into  a  dry  250-mlllillter  Erlenmeyer 
fiask  equipped  with  a  ground-glass  stepper. 
Stopper  the  fiask  and  rotate  it  in  such  a 
manner  as  to  completely  wet  out  the  inside 
surfaces.  When  this  has  been  done  add  180 
grams  of  the  aluminum  oxide  and  shake  until 
no  lumps  or  wet  spots  remain.  Allow  to  stand 
at  room  temperature  for  a  period  of  2  hours. 
At  the  end  of  this  time  the  water  should 
be  evenly  distributed  throughout  the  alu¬ 
minum  oxide  powder,  and  it  should  have 
the  same  free  fiowlng  properties  as  the 
original  material  (fiow  velocity  with  water  0.2 
milliliter  per  minute).  At  this  point  the 
aluminum  oxide  has  an  activity  of  1  as 
expressed  in  Brockmann  degrees,  and  the 
amount  of  added  water  is  0.6  percent  by  vol¬ 
ume.  This  product  is  used  in  toto  and  as  is, 
without  further  screening.  ' 

Sodium  sulfate,  anhydrous,  A.C.S.  reagent 
grade,  preferably  in  granular  form.  For  efu:h 
bottle  at  sodium  sulfate  reagent  used,  estab¬ 
lish  as  follows  the  necessary  sodium  sulfate 
prewash  to  provide  such  filters  required  in 
the  method:  Place  approximately  36  grams  of 
anhydrous  sodium  sulfate  in  a  30-mllllliter 
oofuee,  fiitted-glass  funnel  or  in  a  66-mllli- 
meter  filter  funnel  with  glass  wool  plug; 
wash  with  successive  15-mlllillter  portions 
of  the  indicated  solvent  until  a  16-mllllliter 
portion  of  the  wash  shows  0.00  absorbance 
per  centimeter  path  length  between  280  ma 
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and  400  m/i  when  tested  as  prescribed  under 
•‘Organic  solvents.”  Usually  three  portions  of 
wash  solvent  are  sufficient. 

PaOCEOURE 

Before  proceeding  with  analysis  of  a  sam¬ 
ple.  determine  the  absorbance  in  a  1 -centi¬ 
meter  path  cell  between  250  m/<  and  400  m^ 
for  the  reagent  blank  by  carrying  out  the 
procedure,  without  a  wax  sample,  at  room 
temperature,  recording  the  spectrum  after 
the  complete  procedure  as  prescribed.  The 
absorbance  per  centimeter  path  length  fol¬ 
lowing  the  complete  procedure  should  not 
exceed  0.04  in  the  wavelength  range  from 
280  m/1  to  299  m/t.  Inclusive,  nor  0.02  in  the 
wavelength  range  from  300  m/i  to  400  m/i. 
If  In  either  spectrum  the  characteristic 
benzene  peaks  in  the  250  m/i-260  mu  region 
are  present,  remove  the  benzene  by  the  pro¬ 
cedure  under  “Organic  solvents”  and  re¬ 
cord  absorbance  again. 

Place  300  milliliters  of  dimethyl  sulfoxide 
in  a  1 -liter  separatory  funnel  and  add  75 
milliliters  of  phosphoric  acid.  Mix  the  con¬ 
tents  of  the  funnel  and  allow  to  stand  for 
10  minutes.  (The  reaction  between  the  sulf¬ 
oxide  and  the  acid  is  exothermic.  Release 
pressure  after  mixing,  then  keep  funnel  stop¬ 
pered.)  Add  150  mlillliters  of  isooctane  and 
shake  to  preequilibrate  the  solvents.  Draw 
off  the  individual  layers  and  store  in  glass- 
stoppered  flasks. 

In  a  1 -liter  separatory  funnel  place  a  repre¬ 
sentative  25-gram  sample  of  wax.  add  60  mil¬ 
liliters  of  Isooctane.  heat  gently,  stir  until  the 
wax  is  in  solution;  add  100  milliliters  of  pre- 
equlllbrated  sulfoxide-phosphoric  acid  mix¬ 
ture  and  shake,  making  sure  it  remains  in 
solution.  If  the  wax  comes  out  of  solution 
during  these  operations,  let  the  stoppered 
funnel  remain  in  the  Jacket  until  the  wrax 
redissolves.  (Remove  stopper  from  the  funnel 
at  intervals  to  release  pressure.)  When  the 
wax  is  in  solution,  remove  the  funnel  from 
the  Jacket  and  shake  it  vigorously  for  2  min¬ 
utes.  Set  up  three  250-mllllllter  separatory 
funnels  with  each  containing  30  milliliters  of 
preequilibrated  isooctane.  After  separation  of 
the  liquid  phases,  allow  to  cool  until  the  main 
portion  of  the  wax-isooctane  solution  begins 
to  show  a  precipitate.  Oently  swirl  the  fun¬ 
nel  when  precipitation  first  occurs  on  the 
inside  surface  of  the  funnel  to  accelerate 
this  process.  Carefully  draw  off  the  lower 
layer.  Alter  it  slowly  through  a  thin  layer  of 
glass  wool  fltted  loosely  in  a  filter  funnel  into 
the  first  250-milllliter  separatory  funnel,  and 
wash  in  tandem  with  the  30-mlllillter  por¬ 
tions  of  Isooctane  contained  in  the  250-milll- 
llter  separatory  funnels.  Shaking  time  for 
each  wash  is  1  minute.  Repeat  the  extraction 
operation  with  two  additional  portions  of  the 
sulfoxlde-acld  mixture,  replacing  the  funnel 
in  the  Jacket  after  each  extraction  to  keep  the 
wax  in  solution  and  washing  each  extractive 
in  tandem  through  the  same  three  portions 
of  isooctane. 

Collect  the  successive  extractives  (300  mil¬ 
liliters  total)  in  a  separatory  funnel  (prefer¬ 
ably  2-liter),  containing  480  milliliters  of 
distilled  water,  mix,  and  alow  to  cool  for  a 
few  minutes  after  the  last  extractive  has  been 
added.  Add  80  milliliters  of  isooctane  to  the 
solution  and  extract  by  shaking  the  funnel 
vigorously  for  2  minutes.  Draw  off  the  lower 
aqueous  layer  into  a  second  separatory  funnel 
(preferably  2-liter)  and  repeat  the  extraction 
with  80  milliliters  of  isooctane.  Draw  off  and 
discard  the  aqueous  layer.  Wash  each  of  the 
80-milllllter  extractives  three  times  with  100- 
millillter  portions  of  distilled  water.  Shaking 
time  for  each  wash  is  1  minute.  Discard  the 
aqueous  layers.  Filter  the  first  extractive 
through  anhydrous  sodium  sulfate  prewashed 
with  isooctane  (see  Sodium  sulfate  under 
“Reagents  and  Materials"  for  preparation  of 
Alter)  into  a  250-milIlliter  Erlenmeyer  flask 
(or  <H>tlonally  into  the  evaporation  flask). 


Wash  the  first  separatory  funnel  with  the  sec¬ 
ond  80-mlllillter  isooctane  extractive  and 
pass  through  the  sodium  sulfate.  Then  wash 
the  second  and  first  separatory  funnels  suc¬ 
cessively  a’lth  a  20-mlIIillter  portion  of  iso¬ 
octane  and  pass  the  solvent  through  the  so¬ 
dium  sulfate  into  the  flask.  Add  1  milliliter 
of  n-hexadecane  and  evaporate  the  isooctane 
using  an  aspirator  vacuum  under  nitrogen 
and  in  an  oil  bath  temperature  of  approxi¬ 
mately  90*  C.  Discontinue  evaporation  when 
not  over  1  milliliter  of  residue  remains.  To 
the  residue,  add  a  10-millillter  portion  of  iso¬ 
octane,  reevaporate  to  1  milliliter  of  hexa- 
decane.  and  repeat  this  operation  once. 

Reserve  the  residue  for  column  chromatog¬ 
raphy  on  the  alumlntim  oxide. 

Fit  the  tetrafluoroethylene  polymer  disc  on 
the  upper  part  of  the  stem  of  the  chromato¬ 
graphic  tube,  then  place  the  tube  with  the 
disc  on  the  suction  flask  and  apply  the 
vacuum  (approximately  135  millimeters  Hg 
pressure).  Weigh  out  180  grams  of  the 
aluminum  oxide  and  pour  the  adsorbent  mix¬ 
ture  into  the  chromatographic  tube  in  ap¬ 
proximately  30-centlmeter  layers.  After  the 
addition  of  each  layer,  level  off  the  top  of  the 
adsorbent  with  a  flat  glass  rod  or  metal 
plunger  by  pressing  down  firmly  until  the  ad¬ 
sorbent  is  well  packed.  Loosen  the  topmost 
few  millimeters  of  each  adsorbent  layer  with 
the  end  of  a  metal  rod  before  the  addition 
of  the  next  layer.  Continue  packing  in  this 
manner  until  all  the  180  grams  of  the  ad¬ 
sorbent  Is  added  to  the  tube.  Level  off  the  top 
of  the  adsorbent  by  pressing  down  firmly  with 
a  flat  glass  rod  or  metal  plunger  to  make  the 
depth  of  the  adsorbent  bed  approximately 
80  centimeters  in  depth.  Turn  off  the  vacu¬ 
um  and  remove  the  suction  flask.  Dissolve 
the  hexadecane  residue  in  10  milliliters  of 
warm  benzene  and  decant  the  solution  onto 
the  column  and  allow  the  liquid  level  to 
recede  to  barely  above  the  adsorbent  level. 
Rapidly  complete  the  transfer  similarly  with 
two  10-milllllter  portions  of  benzene  swirling 
the  flask  repeatedly  each  time  to  assure 
adequate  washing  ot  the  residue.  Fix  the 
1.000-mllllllter  reservoir  onto  the  top  of  the 
chromatographic  column.  Just  before  the 
final  10-mllllllter  wash  reaches  the  top  of  the 
adsorbent,  add  670  milliliters  of  benzene  to 
the  reservoir  and  continue  the  percolation 
at  the  2-3  milliliter  per  minute  rate  until  a 
total  of  670  milliliters  of  benzene  has  been 
utilized.  Collect  the  eluate  in  a  clean  1 -liter 
Erlenmeyer  flask  (or  optionally  into  a  1- 
llter  evaporation  flask).  Allow  the  column 
to  drain  until  most  of  the  solvent  mixture  is 
removed.  Add  1  milliliter  of  n-hexadecane 
and  completely  remove  the  benzene  by  evapo¬ 
ration  under  nitrogen,  using  the  special  pro¬ 
cedure  to  eliminate  benzene  as  previously  de¬ 
scribed  under  “Organic  Solvents.”  Quantita¬ 
tively  transfer  the  residue  with  isooctane  to  a 
25-mllliliter  volumetric  flask  and  adjust  to 
volume.  Determine  the  absorbance  of  the 
solution  in  the  1 -centimeter  path  length 
cells  compared  to  isooctane  as  reference  be¬ 
tween  250  m/(-400  m/I.  Correct  tar  any  ab¬ 
sorbance  derived  from  the  reagents  as  deter¬ 
mined  by  carrying  out  the  procedure  without 
a  wax  sample.  If  either  spectrum  shows  the 
characteristic  benzene  peaks  in  the  250  ms- 
260  m/I  region,  evaporate  the  solution  to  re¬ 
move  benzene  by  the  procedure  under  “Or¬ 
ganic  Solvents.”  Dissolve  the  residue,  trans¬ 
fer  quantitatively,  and  adjust  to  volume  in 
isooctane  in  a  25-milllliter  volumetric  flask. 
Record  the  absorbance  again.  If  the  corrected 
absorbance  does  not  exceed  the  limits  pre¬ 
scribed  in  paragraph  (a)  of  this  section,  the 
wax  meets  the  ultraviolet  absorbance  speci¬ 
fications. 

(b)  The  polyhydric  alcohol  diesters 
identified  in  this  paragraph  may  be  used 
as  release  agents  in  resinous  and  poly¬ 
meric  coatings  for  polyolefin  films  com¬ 


plying  with  $  175.320  of  this  chapt^. 
Such  diesters  meet  the  f(rilowing  specifi¬ 
cations  and  are  produced  by  partial  es¬ 
terification  of  oxidatively  refined  (Qer- 
sthoffen  process)  montan  wax  acids  with 
equimolar  proportions  of  ethylene  glycol 
and  1,3-butanediol: 

(1)  Dropping  point  77*-82’  C,  as  de¬ 
termined  by  ASTM  Method  D  566. 

(2)  Acid  value  25-35,  as  determined  by 
ASTM  Method  D  1386  using  as  solvent 
xylene-ethyl  alcohol  in  a  2:1  ratio  in¬ 
stead  of  toluene-ethyl  alcohol  in  a  1:2 
ratio. 

(3)  Saponification  value  135-150,  as 
determined  by  ASTM  Method  D  1387 
using  xylene-ethyl  alcohol  in  a  2:1  ratio 
instead  of  ethyl  alcohol  in  pr^jaraticxi 
of  potassium  hydroxide  solution. 

(4)  Ultraviolet  absorbance  limits  spec¬ 
ified  in  paragraph  (a)  (4)  of  this  section, 
as  determined  by  the  analytical  method 
described  therein. 

§  178.3780  Poivhrdric  alcohol  cstcra  of 
long  chain  monobasic  acids. 

Polyhydric  alcohol  esters  of  Icmg  chain 
monobasic  acids  identified  in  this  section 
mav  be  safely  used  as  lubricants  in  the 
fabrication  of  polwinvl  chloride  and/or 
polyvinvl  chloride  copolvmer  articles 
complving  with  §  177.1980  of  this  chapter 
that  contact  food  of  tvpes  I,  11.  IV-B, 
VI-B,  vn-B,  and  vm  identified  in  table 
1  in  9  176.170(c)  of  this  chapter  under 
conditions  of  use  E.  P.  and  O  described 
in  table  2  in  S  176.170(c)  of  this  chapter, 
subject  to  the  provisions  of  this  section. 

(a)  Identity.  For  the  purpose  of  this 
section,  polvhvdrk  alcohol  esters  of  long 
chain  monobasic  acids  consist  of  poly- 
hvdric  alcohol  esters  having  number 
average  molecular  weights  in  the  range 
of  1.050  to  1.700.  The  esters  are  produced 
by  the  reaction  of  either  ethylene  glycol 
or  glycerol  with  long  chain  monobasic 
acids  containing  from  9  to  49  carbon 
atoms  obtained  by  the  ozonization  of 
long  chain  alpha -olefins,  the  unreacted 
carboxylic  acids  in  the  formation  of  the 
glycerol  esters  being  neutralized  with 
calcium  hydroxide  to  produce  a  composi¬ 
tion  having  up  to  2  percent  by  weight 
calcium.  The  alpha-olefins,  obtained 
from  the  polymerization  of  ethylene, 
have  20  to  50  carbon  atoms  and  contain 
a  minimum  of  75  percent  by  weight 
straight  chain  alpha-olefins  and  not 
more  than  25  percent  vinylidene  com¬ 
pounds. 

(b)  Specifications.  The  polyhydric  al¬ 
cohol  esters  have  the  following  specifica¬ 
tions: 

(1)  Melting  point  of  60-80*  C  Mr  the 
ethvlene  glycol  ester  and  90-105*  C  for 
the  glycerol  ester  as  determined  by  the 
Fisher  Johns  method. 

(2)  Acid  value  15-25  for  each  ester  as 
determined  by  the  A.O.C.S.  Method  Trla- 
64T,'*  modified  to  use  as  the  acid  solvent 
a  1:1  volume  mixture  of  anhydrous  iso¬ 
propyl  alcohol  and  toluene.  The  solution 
is  titrated  with  O.liV  methanolic  sodium 
hydroxide. 


'‘Copies  may  be  obtained  from:  American 
Association  of  Oil  Chemists.  36  East  Wacker 
Dr.,  Chicago.  IL  60601. 
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(3)  Saponification  value  120-160  for 
the  ethylene  glycol  ester  and  90-130  for 
the  glycerol  ester  as  determined  by  an 
analytical  method  available  upon  request 
from  the  Division  of  Food  and  Color 
Additives,  HFF-330,  U.S.  Food  and  Drug 
Administration,  200  C  St.  SW.,  Wash¬ 
ington,  D.C.  20204. 

(4)  Ultraviolet  absorbance  as  specified 
in  §  178.3770(a)  (4)  of  this  chapter  when 
tested  by  the  analytical  method  described 
therein. 

(Secs.  201  (s),  409,  701(a),  52  Stat.  1055,  72 
Stat.  1734-1788;  21  UJ5.C.  321(8),  348,  371 
(a).) 

§  178.3790  Polymer  modifiers  in  semi¬ 
rigid  and  rigid  vinyl  chloride  plasties. 

The  polymers  identified  in  paragraph 

(a)  of  this  section  may  be  safely  ad¬ 
mixed,  alone  or  in  mixture  with  other 
permitted  polymers,  as  modifiers  in  semi¬ 
rigid  and  rigid  vinyl  chloride  plastic 
food -contact  articles  prepared  from  vinyl 
chloride  homopolymers  and/or  from 
vinyl  chloride  copolymers  complying  with 
§  177.1950.  §  177.1970,  and/or  §  177.1980 
of  this  chapter,  in  accordance  with  the 
following  prescribed  conditions: 

(a)  FV)r  the  purpose  of  this  section, 
the  polymer  modifiers  are  identified  as 
follows: 

(1)  Acrylic  polymers  identified  in  this 
subparagraph  provided  that  such  poly¬ 
mers  contain  at  least  50  weight-percent 
of  polymer  imits  derived  from  one  or 
more  of  the  monomers  listed  in  para¬ 
graph  (a)  (1)  (i)  of  this  section. 

(1)  Homopolymers  and  cc^lymers  of 
the  following  monomers: 

n-Butyl  acrylate. 
n-Butyl  methacrylate. 

Ethyl  acrylate. 

Methyl  methacrylate. 

(ii)  Copolymers  produced  by  copolsrm- 
erizing  one  or  more  of  the  monomers 
listed  in  paragraph  (a)(1)  (i)  of  this  sec¬ 
tion  with  one  or  more  of  the  following 

monomers: 

» 

Acrylonitrile. 

Butadiene. 

a-Methylstyrene. 

Styrene. 

Vinylidene  chloride. 

(iii)  Polymers  identified  in  paragraph 
(a)(1)  (i)  and  (ii)  of  this  section  con¬ 
taining  no  more  than  5  weight-percent  of 
total  polymer  units  derived  by  copolym¬ 
erization  with  one  or  more  of  the  follow¬ 
ing  monomers: 

Acrylic  acid. 

1,3 -Butylene  glycol  dimethacrylate. 
Divinylbenzene. 

Methacrylic  acid. 

(iv)  Mixtures  of  polymers  identified 
in  paragraph  (a)  (1)  (i).  (ii),  and  (iii)  of 
this  secticm;  provided  that  no  chemical 
reactions,  other  than  addition  reactitms, 
occur  when  they  are  mixed. 

(2)  Polymers  identified  in  paragraph 
(a)(1)  of  this  section  combined  during 
their  polymerization  with  butadiene-sty¬ 
rene  copolymers:  provided  that  no  chem¬ 
ical  reactions,  other  than  addition  re¬ 
actions,  occur  when  they  are  combined. 


Such  combined  polymers  may  contain  50 
weight-percent  or  more  of  total  polymer 
units  derived  from  the  butadiene-styrene 
copolymers. 

(b)  The  polymer  content  of  the  fin¬ 
ished  plastic  food-contact  article  consists 
of: 

( 1 )  Not  less  than  80  weight-percent  of 
polymer  imits  derived  frcHn  the  vinyl 
chloride  polymers  identified  in  the  intro¬ 
duction  to  this  section  and  not  more  than 
5  weight-percent  of  polymer  units  de¬ 
rived  from  polymers  identified  in  para¬ 
graph  (a)(1)  of  this  section  and  may 
optionally  contain  up  to  15  weight-per¬ 
cent  of  pxilymer  units  derived  from  buta¬ 
diene-styrene  cwolymers;  or 

(2)  Not  less  than  50  weight-percent  of 
polymer  units  derived  from  the  vinyl 
chloride  polymers  identified'in  the  intro¬ 
duction  to  this  section,  not  more  than  50 
weight-percent  of  polymer  units  derived 
from  homopolymers  and/or  copolymers 
of  ethyl  acrylate  and  methyl  methacry¬ 
late,  and  not  more  than  30  weight- 
percent  of  polymer  units  derived  from 
copolymers  of  methyl  methacrylate, 
a-methylstyrene  and  acrylonitrile  and 
may  optionally  contain  up  to  15  weight- 
percent  of  polymer  units  derived  from 
butadiene-styrene  copolymers. 

(c)  No  chemical  reactions,  other  than 
addition  reactions,  occur  among  the  vinyl 
chloride  poljmers  and  the  modifying 


polymers  present  in  the  polsrmer  mixture 
used  in  the  manufacture  of  the  finished 
plastic  food-contact  article. 

(d)  The  finished  plastic  food -contact 
article,  when  extracted  with  the  solvent 
or  solvents  characterizing  the  tsrpe  of 
food  and  under  the  conditions  of  time 
and  temperature  characterizing  the  con¬ 
ditions  of  its  intended  use  as  determined 
from  Tables  1  and  2  of  S  176.170(c)  of 
this  chapter,  yields  extractives  not  to  ex¬ 
ceed  the  limits  prescribed  in  §  177.1010 

(b)(1).  (2),  (3),  and  (4)  of  this  chapter 
when  tested  by  the  methods  prescribed 
in  §  177.1010  (c)  of  this  chapter. 

(e)  Acrylonitrile  copolymers  identified 
in  this  sectidn  shall  comply  with  the 
provisions  of  §  180.22  of  this  chapter. 

§  178.3800  Preservatives  for  %vood. 

Preservatives  may  be  safely  used  on 
wooden  articles  that  are  used  or  in¬ 
tended  for  use  in  packaging,  transport¬ 
ing,  or  holding  raw  agricultural  products 
subject  to  the  provisions  of  this  section: 

(a)  The  preservatives  are  prepared 
from  substances  identified  in  paragraph 
(b)  of  this  section  and  applied  in 
amounts  not  to  exceed  those  necessary 
to  accomplish  the  technical  effect  of  pro¬ 
tecting  the  wood  from  decay,  mildew,  and 
water  absorption. 

(b)  The  substances  permitted  are  as 
follows: 


List  of  substance: 

C)opper-8-qulnolinolate  _ 

Mineral  spirits _ 

Paraffin  wax _ 


Petroleum  hydrocarbon  resin,  produced  by  the 
homo-  and  copolymerization  of  dienes  and  olefins 
of  the  aliphatic,  alicycllc,  and  monobenzenold 
arylalkene  type  from  distillates  of  cracked  petro¬ 
leum  stocks. 

Pentachlorophencd  and  its  sodium  salt - 


Rosins  and  rosin  derivatives _ 

Zinc  salt  of  sulfonated  petroleum. 


Limitations 


Used  singly  or  in  combination  so  as  to 
constitute  not  less  than  50%  of  the 
solids. 

Do. 


Not  to  exceed  60  p.p.m.  in  the  treated 
wood,  calculated  as  pentachloro- 
phenol. 

As  provided  In  {  78.3870. 


§  178.3850  Reinforced  wax. 

Reinforced  wax  may  be  safely  used  as 
an  article  or  component  of  articles  in¬ 
tended  for  use  in  producing,  manufac¬ 
turing,  packing,  processing,  transporting, 
or  holding  food  subject  to  the  provisions 
of  this  section. 

(a)  Reinforced  wax  consists  of  petro¬ 
leum  wax  to  wliich  have  been  added  cer¬ 
tain  optional  substances  required  in  its 
production,  or  added  to  impart  desired 
l^ysical  or  technical  properties. 

(b)  The  quantity  of  any  opticmal  ad¬ 
juvant  substance  employ^  in  the  pro¬ 
duction  of  or  added  to  reinforced  wax 
does  not  exceed  the  amount  reasonably 
required  to  accomplish  the  Intended 
physical  or  technical  effect  or  any  limi¬ 
tation  provided  in  this  section. 

(c)  Any  substance  employed  in  the 
production  of  reinforced  wax,  including 
any  optional  substance,  that  is  the  sub¬ 
ject  of  a  regulation  in  Parts  174, 175, 176, 
177,  178  and  S  179.45  of  this  chapter. 


conforms  with  any  specification  in  such 
regulation. 

(d)  The  substances  and  optional  adju¬ 
vant  substances  employed  in  the  pro¬ 
duction  of  or  added  to  reinforced  wax 
include: 

(1)  Substances  generally  recognized  as 
safe  in  food. 

(2)  Substances  subject  to  prior  sanc¬ 
tion  for  use  in  reinforced  wax  and  used 
in  accordance  with  such  sanction  or 
approval. 

(3)  Substances  identified  in  this  sub- 
paragranh  and  subject  to  any  limitations 
provided  therein: 

Limi- 

List  of  substavices  tatUms 

Copolymer  of  isobutylene  modified 

with  isoprene _  _ 

Petroleum  wax.  Type  I  and  Type  n —  - 

Polyethylene _  _ 

Rosins  and  rosin  derivatives  as  pro¬ 
vided  In  {  178.3870 . 
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(e)  Reinforced  wax  conforming  with 
the  specifications  in  this  paragraph  is 
used  as  provided  in  paragraph  (e)  (2)  of 
this  section. 

(1)  The  chloroform-soluble  portion  of 
the  water  extract  obtained  by  exposing 
reinforced  wax  to  demineraliz^  water  at 
70®  F  for  48  hours  shall  not  exceed  0.5 
milligram  per  square  inch  of  food-con¬ 
tact  surface. 

(2)  It  is  used  as  a  packaging  material 
or  component.of  packaging  materials  for 
cheese  and  cheese  products. 


The  rosins  and  rosin  derivatives  iden¬ 
tified  in  paragraph  (a)  of  this  section 
may  safely  be  used  in  the  manufacture 
of  articles  or  components  of  articles  in¬ 
tended  for  use  in  producing,  manufac¬ 
turing.  packing,  processing,  preparing 
treating,  packaging,  transporting,  or 
holding  food,  subject  to  the  provisions 
of  this  section. 

(a)  The  rosins  and  rosin  derivatives 
are  identified  as  follows: 

(1)  Rosins: 

(1)  Gum  rosin,  refined  to  color  grade 
of  K  or  paler, 

(ii)  Wood  rosin,  refined  to  color  grade 
of  K  or  paler. 

(iii)  Tall  oil  rosin,  refined  to  color 
grade  of  K  or  paler. 

(iv)  Dark  tall  oil  rosin,  a  fraction  re¬ 
sulting  from  the  refining  of  tall  oil  rosin 
produced  by  multicolumnar  distillation 
of  crude  tall  oil  to  effect  removal  of  fatty 
acids  and  pitch  components  and  having 
a  saponification  number  of  from  110-135 
and  32  percent-44  percent  rosin  acids. 

(V)  Dark  wood  rosin,  all  or  part  of  the 
residue  after  the  volatile  terpene  oils  are 
distilled  from  the  oleoresin  extracted 
from  pine  wood. 

(2)  Modified  rosins  manufactured 
from  rosins  identified  in  paragraph  (a) 
(1)  of  this  section: 

(i)  Partially  hydrogenated  rosin,  cat- 
alytically  hydrogenated  to  a  maximum 
refractive  index  of  1.5012  at  100*  C.  and 
a  color  of  WG  or  paler. 

(ii)  Fully  hydrogenated  rosin,  catalyt- 
ically  hydrogenated  to  a  maximum  de- 
hydroabietic  acid  content  of  2  percent,  a 
minimum  drop-softening  point  of  79’  C, 
and  a  color  of  X  or  paler. 

(iii)  Partially  dimerized  rosin,  di¬ 
merized  by  sulfuric  acid  catalyst  to  a 
drop-softening  point  of  95  *-105*  C  and 
a  color  of  WG  or  paler. 

(iv)  Fully  dimerized  rosin,  dimerized 
by  sulfuric  acid  catalyst,  and  from  which 
sufficient  nondimerized  rosin  has  been 
removed  by  distillation  to  achieve  a  mini- 


§  178.3860  Release  agents. 

Substances  listed  in  paragraph  (b)  of 
this  section  may  be  safely  used  as  release 
agents  in  petroleum  wax  complying  wdth 
S  178.3710  and  in  polymeric  resins  that 
contact  food,  subject  to  the  provisions 
of  this  section. 

(a)  The  quantity  used  shall  not  ex¬ 
ceed  the  amount  reasonably  required  to 
accomplish  the  intended  technical  effect 
or  any  limitations  prescribed  in  this 
section. 

(b)  Release  agents: 


mum  drop-softening  point  of  143  C, 
and  a  color  of  H  or  paler. 

»(v)  Disproportionated  rosin,  catalyti- 
cally  disproportionated  to  a  minimum 
dehydroabietic  acid  content  of  35  per¬ 
cent,  a  maximum  abietic  acid  content  of 
1  percent,  a  maximum  content  of  sub¬ 
stituted  phenanthrenes  (as  retene)  of 
0.25  percent,  and  a  color  of  WG  or  paler. 

(3)  Rosin  esters  manufactured  from 
rosins  and  modified  rosins  identified  in 
paragraphs  (a)  (1)  and  (2)  of  this  sec¬ 
tion:  ' 

(i)  Glycerol  ester  of  wood  rosin  puri¬ 
fied  by  steam  stripping  to  have  an  acid 
number  of  3  to  9,  a  drop-softening  point 
of  88*-96’  C,  and  a  color  of  N  or  paler. 

(ii)  Glycerol  ester  of  partially  hydro¬ 
genated  wood  rosin,  having  an  acid  num¬ 
ber  of  3  to  10,  a  drop-softening  point  of 
79“-88*  C,  and  a  color  of  N  or  paler. 

(iii)  Glycerol  ester’of  partially  dimer¬ 
ized  rosin,  having  an  acid  number  of  3 
to  8.  a  drop -softening  point  of  109*-119* 
C,  and  a  color  of  M  or  paler. 

(iv)  Glycerol  ester  of  fully  dimerized 
rosin,  having  an  acid  number  of  5  to  16. 
a  drop-softening  point  of  165*-175*  C, 
and  a  color  of  H  or  paler. 

(v)  Glycerol  ester  of  maleic  anhy¬ 
dride-modified  wood  rosin,  having  an 
acid  number  of  30  to  40.  a  drop-soften¬ 
ing  point  of  138*-146®  C,  a  color  of  M 
or  paler,  and  a  saponification  number 
less  than  280. 

(Vi)  Methyl  ester  of  rosin,  partially 
hydrogenated,  purified  by  steam  strip¬ 
ping  to  have  an  acid  number  of  4  to  8. 
a  refractive  index  of  1.5170  to  1.5205  at 
20*  C,  and  a  viscosity  of  23  to  66  poises 
at  25*  C. 

(vii)  Pentaerythritol  ester  of  wood 
rosin,  having  an  acid  number  of  6  to  16, 
a  drop-softening  point  of  109*-116*  C. 
and  a  color  of  M  or  paler. 

(viil)  Pentaerythritol  ester  of  partially 
hydrogenated  wood  rosin,  having  an  acid 
number  of  7  to  18,  a  drop-softening  point 
of  102*-110’  C.  and  a  color  of  K  or  paler. 

(ix)  Pentaerythritol  ester  of  maleic 
anhydride-modified  wood  rosin,  having 


an  acid  number  of  8  to  16,  a  drop-soften¬ 
ing  point  of  154*-162*  C.  a  color  of  M 
or  paler,  and  having  a  saponification 
number  less  than  280. 

(X)  Pentaerythritol  ester  of  maleic 
anhydride-modified  wood  rosin,  having 
an  acid  number  of  9  to  16.  a  drop-soften¬ 
ing  point  of  130*-140*  C,  a  color  of  N  or 
paler,  and  having  a  saponification  num¬ 
ber  less  than  280. 

(xi)  Pentaerythritol  ester  of  maleic  an¬ 
hydride-modified  wood  rosin,  having  an 
acid  number  of  134  to  145,  a  drop-soft¬ 
ening  point  of  127*-137*  C.  a  color  of  M 
or  paler,  and  having  a  saponification 
number  less  than  280. 

(xii)  Pentaerythritol  ester  of  maleic 
anhydride-modified  wood  rosin,  having 
an  acid  number  of  30  to  40.  a  drop-soft¬ 
ening  point  of  131  *-137*  C,  a  color  of  N 
or  paler,  and  having  a  saponification 
number  less  than  280. 

(xiii)  Pentaerythritol  ester  of  maleic 
anhydride-modified  wood  rosin,  further 
modified  by  reaction  with  4,4'-isopropyl- 
idenediphenol-formaldehyde  condensate, 
having  an  acid  number  of  10  to  22. 
a  drop-softening  point  of  162*-172*  C,  a 
color  of  K  or  paler,  a  saponification 
number  less  than  280,  and  a  maxlmiun 
ultraviolet  absorbance  of  0.14  at  296  m^ 
(using  a  1 -centimeter  cell  and  200  milli¬ 
grams  of  the  rosin  ester  per  liter  of  sol¬ 
vent  consisting  of  ethyl  alcohol  made 
alkaline  by  siddition  of  0.1  percent  of 
potassium  hydroxide). 

(xiv)  Mixed  methyl  and  pentaerythri¬ 
tol  ester  of  maleic  anhydride-modified 
wood  rosin,  having  an  acid  number  of  73 
to  83.  a  drop-softening  point  of  113*- 
123*  C.  a  color  of  M  or  paler,  and  a  sa¬ 
ponification  number  less  than  280. 

(XV)  Triethylene  glycol  ester  of  par¬ 
tially  hydrogenated  wood  rosin,  having 
an  acid  number  of  2  to  10,  a  color  of 
K  or  paler,  and  a  viscosity  of  350  to  425 
seconds  Saybolt  at  100*  C. 

(xvi)  G^cerol  ester  of  maleic  anhy¬ 
dride-modified  wood  rosin,  having  an 
acid  number  of  17  to  23,  a  drop-soften¬ 
ing  point  of  136*-140*  C.  a. color  of  M 
or  paler,  and  a  saponification  number 
less  than  280.  For  use  only  in  cellophane 
complying  with  §  177.1200  of  this  chapter. 

(xvU)  Citric  acid-modified  glycerol 
ester  of  rosin,  having  an  acid  number  less 
than  20.  a  drop-softening  point  of  105* 
—115*  C,  and  a  color  of  K  or  paler.  For 
use  only  as  a  blending  agent  in  coatings 
for  cellophane  complying  with  S  177.1200 
of  this  chapter. 

(xviii)  Glycerol  ester  of  tall  oil  rosin, 
purified  by  steam  stripping  to  have  an 
acid  number  of  5-12,  a  softening  point 
of  80*  — 88*  C.  and  a  color  of  N  or' paler. 

(xix)  Glycerol  ester  of  maleic  anhy¬ 
dride-modified  tall  oil  rosin,  having  an 
acid  number  of  30  to  40,  a  drop-softening 
point  of  141*  — 146*  C,  a  color  of  N  or 
paler,  and  a  saponification  niunber  less 
than  280. 

(XX)  Glycerol  ester  of  disproportion¬ 
ated  tall  oil  rosin,  having  an  acid  number 
of  5  to  10.  a  drop-softening  point  of  84* 
—93*  C,  a  color  of  WG  or  paler,  and  a 
saponification  number  less  than  180. 

(4)  Rosin  salts  and  sizes — Ammonium, 
calciiun,  potassium,  sodium,  or  zinc  salts 


LimHationM 

List  of  substances: 

Enicamide  (erucylamidc) .  ^  w 

A' A"-Dioleo}iethylenedianune .  For  use  only  in  polyvinyl  chloride  (Urns  in  amounts  such  that  the  con¬ 

centration  of  the  substance  in  these  tilnis  in  the  form  in  which  the  films 
contact  food  sliall  not  exceed  0.055  inillieram  of  the  substance  per  square 
inch  of  film. 

Oleyl  palmitamide . . .  .  ^  j  .  j  , 

I'olybutene,  hydrogenated;  comply-  For  use  only  subject  to  the  limiUtions  prescribed  for  hydrogenated  poly- 
ing  with  the  identity  prescribe  butene  under  (  178.ST40(b). 
under  {  178.3740lb). 

Saturated  fatty  acid  amides  manu¬ 
factured  from  fatty  acids  derived 
from  animal,  marine,  or  vegetable 
fats  and  oils. 

Stearyl  erucamide . 


§  178.3870  Rosins  and  rosin  derivatives, 
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of  rosin  manufactured  by  the  partial  or 
complete  saponification  of  any  one  of 
the  rosins  or  modifi^  rosins  identified 
in  paragraph  (a)  (1)  and  (2)  of  this 
section,  or  blends  thereof,  and  with  or 
without  modification  by  reaction  with 
one  or  more  of  the  following: 

(i)  Formaldehyde. 

(ii)  Pumaricacid. 

(iii)  Maleic  anhydride. 

(iv)  Saligenin. 

(b)  The  quantity  used  shall  not  ex¬ 
ceed  the  amount  reasonably  required  to 
accomplish  the  intended  technical  effect. 

(c)  The  use  in  any  substance  or  arti¬ 
cle  that  is  the  subject  of  a  regulation  in 
Parts  174,  175,  176,  177,  178  and  §  179.45 
of  this  chapter  shall  conform  with  any 
specifications  and  limitations  prescribed 
by  such  regulation  for  the  finished  form 
of  the  substance  or  article. 

(d)  The  provisions  of  this  section  are 
not  applicable  to  rosins  and  rosin  de¬ 
rivatives  identified  in  §  175.300(b)  (3)  (v) 
of  this  chapter  and  used  in  resinous  and 
polymeric  coatings  complying  with 
§  175.300  of  this  chapter. 

(e)  The  provisions  of  this  section  are 
not  applicable  to  rosins  and  rosin  de¬ 
rivatives  identified  in  §  175.105(c)(5)  of 
this  chapter  and  used  in  defoaming 
agents  complying  with  §  176.210  of  this 
chapter,  food-packaging  adhesives  com¬ 
plying  with  §  175.105  of  this  chapter, 
and  rubber  articles  complying  with 
S  177.2600  of  this  chapter. 

(f)  The  analytical  methods  for  deter¬ 
mining  whether  rosins  and  rosin  deriva¬ 
tives  conform  to  the  specifications 
prescribed  in  paragraph  (a)  of  this 
section  are  as  follows: 

(1)  Color:  Color  shall  be  determined 
by  ASTM  Method  D  509-55. 

(2)  Refractive  index:  Refractive  in¬ 
dex  shall  be  determined  by  ASTM 
Method  D  1747-62. 

(3)  Acid  number:  Acid  number  shall 

be  determined  by  ASTM  Method  D 
465-59.  1 

(4)  Viscosity:  Viscosity  in  poises  shall 
be  determined  by  ASTM  Method’  D 
1824-66  and  in  Saybolt  seconds  by  ASTM 
Method  D  88-56. 

(5)  Softening  point:  Softening  point 
shall  determined  by  ASTM  Method  E 
28-67. 

(6)  Analytical  methods  for  determin¬ 
ing  drop-softening  i)oint,  'saponification 
number,  and  any  other  specification  not 
listed  under  paragraph  (f)  (1)  through 
(5)  of  this  section  are  available  upon 
request  from  the  Commissioner  of  Pood 
and  Drugs. 

§  178.3900  Sodium  pentachlorophcnate. 

Sodium  pentachlorophenate  may  be 
safely  used  as  a  preservative  for  am¬ 
monium  al^ate  employed  as  a  process¬ 
ing  aid  in  the  manufacture  of  polyvinyl 
chloride  emulsion  polymers  intended  for 
use  as  articles  or  components  (rf  articles 
that  contact  food  at  temperatures  not  to 
exceed  room  temperature.  The  quantity 
of  sodium  pentachlorophenate  used  shall 
not  exceed  0.5  percent  weight  of  am¬ 
monium  alginate  solids. 


§  178.3910  Surface  lubricants  used  in 
the  manufacture  of  metallic  articles. 

The  substances  listed  in  this  section 
may  be  safely  used  in  surface  lubricants 
employed  in  the  manufacture  of  metallic 
articles  that  contact  food,  subject  to  the 
provisions  of  this  section. 

(a)  The  following  substances  may  be 
used  in  surface  lubricants  used  in  the 
rolling  of  metallic  foil  or  sheet  stock 


provided  that  total  residual  lubricant 
remaining  on  the  metallic  article  in  the 
form  in  which  it  contacts  food  does  not 
exceed  0.015  milligram  per  square  inch 
of  metallic  food-contact  surface: 

(1)  Substances  identified  in  para¬ 
graph  (b)  (1)  and  (2)  of  this  section. 

(2)  Substances  identified  in  this  sub- 
paragraph. 


Litt  tuManert 

Acetate  esters  derived  from  synthetic 
straight  chain  alcohols  (complying 
with  f  172.8M  of  this  chapter)  that 
have  even  numbers  of  carbon  atoms 
in  the  range  Ct-Cii. 

Ttrf-Butyl  alcoliol . 

Ui(2-ethylhexyl)phthalate . 

Diethyl  phth^te . . . 

Dimers,  trimers,  and/or  their  partial 
methyl  esters;  such  dimers  and  tri¬ 
mers  are  of  unsaturated  Cu  fatty  acids 
derived  from  animal  and  vegetable 
fats  and  oils  and/or  tall  oil.  and  such 
partial  methyl  esters  meet  the  fol¬ 
lowing  specitications:  Saponification 
value  187-iy3,  acid  value  75-95,  and 
maximum  iodine  value  15. 

Di-n-octyl  sebacate . . . 

Ethylenediaminetetraacetic  acid,'  so¬ 
dium  salts. 

Isopropyl  alcohol . 

Isopropyl  oleate . . 

Methyl  esters  of  coconut  oil  fatty  acids.. 
Methyl  esters  of  fatty  acids  (Ci»-Cii) 
derived  from  animal  and  vegetsjile 
fats  and  oils. 

Polybutene,  hydrogenated;  complying 
with  the  identity  prescribed  under 
§  178.3740(b). 

Polyethylene  glycol  (400)  monostearate. 
Polyisobutylene  (minimum  molecular 
weight  .3(10). 

Polyvinyl  alcohol . 

Sodium  nitrite . . . 


Synthetic  alcohol  mixture  of  straight- 
and  branched-chain  alcohols  that 
have  even  numbers  of  carbon  atoms 
in  the  range  C«-Cii  and  that  are  pre¬ 
pared  from  ethylene,  aluminum,  and 
hydrogen  such  that  the  finished  syn¬ 
thetic  alcohol  mixture  contains  not 
less  than  75  pet  of  straight-chain  pri¬ 
mary  alcohols  and  contains  not  less 
than  85  pet  total  Ct«  and  C12  alcohols. 

Synthetic  primary  alcohol  mixture  of 
straight-  and  branched-chain  alcohols 
that  contain  at  least  99  pet  primary 
alcohols  consisting  of  the  following: 
not  less  than  70  pet  normal  alcohols; 
not  less  than  96.5  pet  Cit— Cualcohols; 
and  not  more  tha.n  2.5  pet  aJpha, 
omega  Cu— Cn  diols.  The  alcohols 
are  prepared  from  linear  olefins  from 
a  purined  kerosene  fraction,  carbon 
monoxide  and  hydrogen  using  a 
modified  0x0  process,  such  that  the 
finished  piintary  alcohol  mixture 
meets  the  foUowing  specifications; 
Molecular  weight,  207d^;  hydroxyl 
number,  265-276. 

Synthetic  primary  alcohol  mixture  of 
straight-  and  branched-chain  alcohols 
that  contain  at  least  99  pet  pri¬ 
mary  alcohols  consisting  of  the  follow¬ 
ing:  not  less  than  70  percent  normal 
alcohols;  not  less  than  93  pet  Cu— Cn 
alcohols;  not  more  than  5  pet  Cu— Cu 
alcohols;  and  not  more  than  2.5  pet 
alpha,  omega,  Cu-Cn  diols.  The 
alcoh^  are  prepaid  from  linear  ole¬ 
fins  from  a  purified  kerosene  fraction, 
carbon  monoxide  and  hydrogen  using 
a  modified  0x0  process,  such  that  the 
finished  primary  alcohol  mixture 
meets  the  following  specifications: 


LimUatioiu 


For  use  only  at  a  level  not  to  exceed  10  pet  by  weight  of  finished  lubricant 
formulation. 


For  use  only  as  a  rust  inhibitor  in  lubricant  formulations  provided  the 
total  residual  sodium  nitrite  on  the  metallic  article  in  the  form  in  which 
it  contacts  food  does  not  exceed  0.(X)7  milligram  per  square  inch  of  metallic 
food-contact  surface. 


For  use  at  a  level  not  to  exceed  8  pet  by  weight  of  the  finished  lubricant 
formulation. 


For  use  only  at  a  level  not  to  exceed  8  pet  by  weight  of  the  finished  lubri¬ 
cant  formulation. 


Molecular  weight  194A;5;  hydroxyl 
number,  288-296. 


Tallow,  sulfonated. 
Trietbanolamine. . . 


(3)  Mineral  oil  conforming  to  the 
identity  prescribed  in  1  178.3620(c) . 

(4)  Light  petroleum  hydrocarbons 
identified  in  paragraph  (a)  (4)  (i)  of  this 
section:  Provided,  That  the  total  resid¬ 
ual  lubricant  on  the  metallic  article  in 


the  form  m  which  it  contacts  food  meets 
the  ultraviolet  absorbance  limits  pre¬ 
scribed  in  paragraph  (a)  (4)  (ii)  of  this 
section  as  determined  by  the  analytical 
method  described  in  paragraph  (a)(4) 
(iii)  of  this  section.  - 
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(1)  Light  petroleum  hydrocarbons  are 
derived  by  distillation  from  virgin  pe¬ 
troleum  stocks  or  are  synthesized  from 
petroleum  gases.  They  are  chiefly  paraf¬ 
finic,  isoparaSinic,  naphthenic,  or  aro¬ 
matic  in  nature,  and  meet  the  following 
specifications; 

(a)  Initial  boiling  point  is  75"  F  mini¬ 
mum  and  flnal  boiling  point  is  550”  F 
maximum,  as  determined  by  ASTM 
Method  D-86. 

(b)  Nonvolatile  residue  is  0.005  gram 
per  100  milliliters,  maximum,  as  de¬ 
termined  by  ASTM  Method  I>-381  when 
the  flnal  boiling  point  is  250”  F  or  above 
and  by  ASTM  Method  D-1353  when  the 
flnal  boiling  point  is  below  250”  F. 

(c)  Saybolt  color  20  minimum  as  de¬ 
termined  by  ASTM  Method  D-156. 

(d)  Aromatic  component  content  shall 
not  exceed  32  percent. 

(c)  Conforms  with  ultraviolet  absorb¬ 
ance  limits  prescribed  in  S  178.3620(c)  as 
determined  by  the  analytical  method  de¬ 
scribed  therein. 

(ii)  Ultraviolet  absorbance  limits  on 
residual  lubricants  are  as  follows: 


Maximum 
absorbance 
per  S  centi¬ 
meters  optical 

Wavelength  (m^) :  path  length 


280-289 

290-299 

300-359 

360-400 


0.7 

.6 

.4 

.09 


(iii)  The  analytical  method  for  deter¬ 
mining  ultraviolet  absorbance  limits  on 
residual  lubricants  is  as  follows: 

General  Instructions 

Because  of  the  sensitivity  of  the  te.st,  the 
possibility  of  errors  arising  from  contamina¬ 
tion  Is  great.  It  Is  of  the  greatest  Importance 
that  all  glassware  be  scrupulously  cleaned  to 
remove  all  organic ’matter  such  as  oil,  grease, 
detergent,  residues,  etc.  Examine  all  glass- 
w'are  including  stoppers  and  stopcocks,  under 
ultraviolet  light  to  detect  any  residual  fluo¬ 
rescent  contamination.  As  a  precautionary 
measure  It  Is  recommended  practice  to  rinse 
all  glassware  with  purlfled  isooctane  imme¬ 
diately  before  use.  No  grease  is  to  be  used  on 
stopcocks  or  Joints.  Great  care  to  avoid  con¬ 
tamination  of  oil  samples  in  handling  and 
to  assure  absence  of  any  extraneous  material 
arising  from  Inadequate  packaging  Is  essen¬ 
tial.  Because  some  of  the  polynuclear  hydro¬ 
carbons  sought  In  this  test  are  very  sus¬ 
ceptible  to  photo-oxldatlon,  the  entire  proce¬ 
dure  is  to  be  carried  out  under  subdued 
light. 

Apparatus 


Separatory  funnels.  250-mllliliter,  500-mll- 
llllter,  1,000-mllllllter,  and  preferably  2,000- 
millillter  capacity,  equipped  with  tetrafluoro- 
ethylene  polymer  stopcocks. 

Evaporation  flask  (optional) .  250-mlllillter 
or  600-mllllllter  capacity  all-glass  flask 
equipped  with  standard-taper  8top|>er  having 
Inlet  and  outlet  tubes  to  permit  passage  of 
nitrogen  across  the  surface  of  contained 
liquid  to  be  evaporated. 

Spectrophotometric  cells.  Fused  quartz 
cells,  optical  path  length  in  the  range  of 
5.000  centimeters  ±0.005  centimeter;  also  for 
checking  spectrophotometer  performance 
only,  optical  path  length  in  the  range  1.000 
centimeter  :4:0.00S  centimeter.  With  distilled 
water  in  the  cells,  determine  any  absorbance 
differences. 

Spectrophotometer.  Special  range  250  mll- 
llcrons-400  millimicrons  with  spectral  slit 


width  of  2  millimicrons  or  less;  under  instru¬ 
ment  operating  conditions  for  these  absorb¬ 
ance  measurements,  the  spectrophotometer 
shall  also  meet  the  following  performance 
requirements: 

Absorbance  repeatability,  ±0.01  at  0.4 
absorbance. 

Absorbance  accuracy,'  ±0.05  at  0.4 
absorbance. 

Wavelength  repeatability,  ±0.2  millimi¬ 
cron. 

Wavelength  accuracy,  ±1.0  millimicron. 

Soxhlet  apparatus.  60-mlllimeter  diameter 
body  tubes  fitted  with  condenser  and  500- 
milllliter  round-bottom  boiling  flask.  A  sup¬ 
ply  of  paper  thimbles  to  lit  is  required. 

Nitrogen  cylinder.  Water-pumped  or  equiv¬ 
alent  purity  nitrogen  in  cylinder  equipped 
with  regulator  and  valve  to  control  flow  at  5 
p.s.l.g. 

Reagents  and  Materials 


Organic  solvents.  All  solvents  used 
throughout  the  procedure  shall  meet  the 
specifications  and  tests  described  in  this 
specification.  The  Isooctane  (2,2,4-trimethyl> 
pentane)  shall  pass  the  following  test: 

Place  180  milliliters  of  solvent  in  a  250- 
mllllllter  Erlenmeyer  flask,  add  1  milliliter  of 
purlfled  n-hexadecane  and  evaporate  on  the 
steam  bath  under  a  stream  of  nitrogen  (a 
loose  aluminum  foil  jacket  around  the  flask 
will  speed  evaporation).  Discontinue  evapo¬ 
ration  when  not  over  1  milliliter  of  residue 
remains. 

Alternatively,  the  evaporation  time  can  be 
reduced  by  using  the  optional  evaporation 
flask.  In  this  case  the  solvent  and  n-hexa¬ 
decane  are  placed  in  the  flask  on  the  steam 
b^th,  the  tube  assembly  is  inserted,  and  a 
stream  of  nitrogen  is  fed  through  the  inlet 
tube  while  the  outlet  tube  is  connected  to  a 
solvent  trap  and  vacuum  line  in  such  a  way 
as  to  prevent  any  flow-back  of  condensate 
into  the  flask. 

Dissolve  the  1  milliliter  of  hexadecane  resi¬ 
due  in  isooctane  and  make  to  25  milliliters 
volume.  Determine  the  absorbance  in  the  5- 
centlmeter  path  length  cells  compared  to 
Isooctane  as  reference.  The  absorbance  of  the 
solution  of  the  solvent  residue  shall  not  ex¬ 
ceed  0.01  per  centimeter  path  length  between 
280  and  400  m/x.  Purify,  if  necessary,  by  pas¬ 
sage  through  a  column  of  activated  silica  gel 
(Grade  12,  Davison  Chemical  Co.,  Baltimore. 
Maryland,  or  equivalent)  about  90  centi¬ 
meters  in  length  and  5  centimeters  to  8 
centimeters  in  diameter. 

n-Hexadecane,  99-percent  olefin- free.  Di¬ 
lute  1.0  milliliter  of  n-hexadecane  to  25  mil¬ 
liliters  with  Isooctane  and  determine  the 
absorbance  in  a  5-oentimeter  cell  compared 
to  Isooctane  as  reference  point  between  280 
mM-400  m/x.  The  absorbance  per  centimeter 
path  length  shall  not  exceed  0.00  in  this 
range.  Purify,  if  necessary,  by  percolation 
through  activated  silica  gel  or  by  distillation. 

Dimethyl  sulfoxide.  Spectrophotometric 
grade  (Crown  Zellerbach  Corp.,  Camas,  Wash¬ 
ington,  or  equivalent).  Absorbance  (1 -centi¬ 
meter  cell,  distilled  water  reference,  sample 
completely  saturated  with  nitrogen). 


Absorbance 

Wavelength:  (maximum) 


261.5 
270  . 
275  . 
280  . 
300  . 


1.00 

.20 

.09 

.06 

.015 


'  As  determined  by  procedvure  using  potas¬ 
sium  chromate  for  reference  standard  and 
described  In  National  Bureau  of  Standards 
Circular  484,  Spectrophotometry,  U.8.  De¬ 
partment  of  Commerce,  1949.  The  accuracy 
is  to  be  determined  by  comparison  with  the 
standard  vsdues  at  290,  345,  and  400  milli¬ 
microns. 


There  shall  be  no  irregularities  in  the 
abrorbance  curve  within  these  wavelengths. 

Phosphoric  acid.  85  percent  A.C.S.  reagent 
grade. 

Sodium  sulfate,  anhydrous,  A.C.S.  reagent 
grade,  preferably  in  granular  form.  For  each 
bottle  of  sodium  sulfate  reagent  used,  estab¬ 
lish  as  follows  the  necessary  sodium  sulfate 
prewash  to  provide  such  filters  required  in 
the  method:  Place  approximately  35  grams 
of  anhydrous  sodium  sulfate  in  a  30-mUll- 
liter  coarse,  frltted-glass  funnel  or  in  a  65- 
mlllillter  filter  funnel  with  glass  wool  plug: 
wash  with  successive  15-mlllillter  portions 
of  the  indicated  solvent  until  a  15-millUlter 
portion  of  the  wash  shows  0.00  absorbance 
per  centimeter  path  length  between  280  m/i 
and  400  m/x  when  tested  as  prescribed  under 
“Organic  solvents.”  Usually  three  portions  of 
wash  solvent  are  sufficient. 

Before  proceeding  with  analysis  of  a  sam¬ 
ple,  determine  the  absorbance  in  a  5-centl- 
meter  path  cell  between  250  millimicrons 
and  400  millimicrons  for  the  reagent  blank 
by  carrjrlng  out  the  procedure,  without  a 
metal  sample.  The  idisorbance  per  centi¬ 
meter  path  length  should  not  exceed  0.02  in 
the  wavelength  range  from  280  m/i  to  400  m/i. 

Place  300  milliliters  of  dimethyl  sulfoxide 
in  a  1 -liter  separatory  funnel  and  add  75  mil¬ 
liliters  of  phosphOTic  acid.  Mix  the  contents 
of  the  funnel  and  allow  to  stand  for  10  min¬ 
utes.  (The  reaction  between  the  sulfoxide 
and  the  acid  is  exothermic.  Release  pressure 
after  mixing,  then  keep  funnel  stoppered.) 
Add  150  milliliters  of  Isooctane  and  shake  to 
preequilibrate  the  solvents.  Draw  off  the  in¬ 
dividual  layers  and  store  in  glass-stoppered 
flasks. 

Procedure 

Sample.  Select  metal  foil  or  sheet  stock 
for  the  test  which  has  not  been  previously 
contaminated  by  careless  handling  or  explo- 
sure  to  atmospheric  dust  and  fumes.  A  com¬ 
mercial  coll  In  the  form  supplied  for  spindle 
mounting  in  a  packaging  line  or  wrapping 
machine  is  most  suitable.  Strip  off  the  out¬ 
side  turn  of  metal  and  discard.  Carefully 
avoid  contamination  or  damage  from  han¬ 
dling  the  metal  (wear  gloves).  Remove  a  16- 
18-foot  length  from  the  coil  and  place  it  on 
a  flat  surface  protected  by  a  length  of  new 
kraft  paper.  Cut  four  16-foot  strips  from  the 
sample,  each  3  Inches  wide  (avoid  tearing  the 
edges  of  the  strips) .  Using  a  piece  of  suitable 
glass  rod.  roll  the  strips  of  metal  Into  loose 
colls  and  Insert  each  into  a  Soxhlet  thimble. 
Each  turn  of  coll  should  be  visibly  separated 
from  the  adjacent  turn. 

Extraction.  Fill  each  of  the  four  Soxhlet 
tubes  with  pvirlfled  Isooctane  (see  under 
heading  “Reagents-  and  Materials,"  above) 
until  siphon  action  occurs  and  then  refill 
the  tube  body.  Supply  heat  to  the  boiling 
flask  and  allow  extraction  to  continue  for  at 
least  8  hours  or  until  repeated  weighings  of 
the  dried  and  cooled  coil  show  no  further 
weight  loss. 

Combine  the  isooctane  extracts  from  the 
four  Soxhlet  units  in  a  suitable  beaker,  rins¬ 
ing  each  tube  and  flask  into  the  beaker  with 
fresh  purlfled  solvent.  Evaporate  the  solvent 
under  an  atmosphere  of  Inert  gas  (nitrogen) 
to  residual  volume  of  50-60  milliliters  and 
transfer  this  solution  to  a  600-milllliter 
separatory  funnel  containing  100  milliliters 
of  preequilibrated  sulfoxide-phosphoric  acid 
mixture.  Complete  the  transfer  of  the  sample 
with  small  portions  of  preequilibrated  iso- 
octane  to  give  a  total  volume  of  the  residue 
and  solvent  of  75  milliliters.  Shake  the  funnel 
vigorously  for  2  minutes.  Set  up  three  250- 
mlllillter  separatory  funnels  with  each  con¬ 
taining  30  milliliters  of  preequilibrated 
Isooctane.  After  separation  of  liquid  phases, 
carefully  draw  off  lower  layer  into  the  first 
250-mlllUlter  separatory  funnel  and  wash  in 
tandem  with  the  30-mllllllter  portion  of  Iso- 
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octane  contained  In  the  250-mllllllter  sepa¬ 
ratory  funnels.  Shaking  time  for  each  wash 
Is  1  minute.  Repeat  the  extraction  operation 
with  two  additional  portions  of  the  sulfoxide- 
acid  mixture  and  wash  each  extractive  in 
tandem  through  the  same  three  portions  of 
Isooctane. 

Collect  the  successive  extractives  (300  mil¬ 
liliters  total)  in  a  separatory  funnel  (pref¬ 
erably  2-liter)  containing  480  milliliters  of 
distilled  water;  mix,  and  allow  to  cool  for  a 
few  minutes  after  the  last  extractive  has 
been  added.  Add  80  milliliters  of  isooctane  to 
the  solution  and  extract  by  shaking  the  fun¬ 
nel  vigorously  for  2  minutes.  Draw  off  the 
lower  aqueous  layer  Into  a  second  separatory 
funnel  (preferably  2-llter)  and  repeat  the 
extraction  with  80  milliliters  of  Isooctane. 
Draw  off  and  discard  the  aqueous  layer.  Wash 
each  of  the  80-mllllllter  extractives  three 
times  with  100-mllllliter  portions  of  distilled 
water.  Shaking  time  for  each  wash  Is  1  min¬ 
ute.  Discard  the  aqueous  layers.  Filter  the 
first  extractive  through  anhydrous  sodium 
sulfate  pre-washed  with  Isooctane  (see 
sodium  sulfate  under  “Reagents  and  Mate¬ 
rials”  for  preparation  of  filter)  Into  a  250- 
millillter  Erlenmeyer  flask  (or  optionally  into 
the  evaporation  flask).  Wash  the  first  sepa¬ 
ratory  funnel  with  the  second  80-mllliliter 
Isooctane  extractive  and  pass  through  the 
sodium  sulfate.  Then  wash  the  second  and 
first  separatory  funnels  successively  with  a 
20-milliliter  portion  of  Isooctane  and  pass 
the  solvent  through  the  sodium  sulfate  Into 
the  flask.  Add  1  milliliter  of  q-hexadecane 
and  evaporate  the  Isooctane  on  the  steam 


bath  under  nitrogen.  Discontinue  evapora¬ 
tion  when  not  over  1  milliliter  of  residue  re¬ 
mains.  To  the  residue,  add  a  10-mllllllter 
portion  of  isooctane,  reevaporate  to  1  milli¬ 
liter  of  hexadecane,  and  repeat  this  operation 
once. 

Quantitatively  transfer  the  residue  with 
Isooctane  to  a  25-milllliter  volumetric  flask, 
make  to  volume,  and  mix.  Determine  the 
absorbance  of  the  solution  In  5-centlmeter 
pathlength  cells  compared  to  isooctane  as 
reference  between  380mM-400mM  (take  care 
to  lose  none  of  the  solution  in  filling  the 
sample  cell).  Correct  the  absorbance  values 
for  any  absorbance  derived  from  reagents  as 
determined  by  carr3rlng  out  the  procedure 
without  a  metal  sample.  If  the  corrected  ab¬ 
sorbance  does  not  exceed  the  limits  pre¬ 
scribed  In  this  paragraph,  the  residue  meets 
the  ultraviolet  absorbance  specifications. 

(b)  The  following  substances  may  be 
used  in  surface  lubricants  used  to  facili¬ 
tate  the  drawing,  sampling,  or  forming 
of  metallic  articles  from  rolled  foil  or 
sheet  stock  by  further  processing  pro¬ 
vided  that  the  total  residual  lubricant 
remaining  on  the  metallic  article  in  the 
form  in  which  it  contacts  food  does  not 
exceed  0.2  milligram  per  square  inch  of 
food-contact  surface: 

(1)  Antioxidants  used  in  compliance 
with  regulations  in  Parts  170  through 
189  of  this  chapter. 

(2)  Substances  identified  in  this  sub- 
paragraph. 


LM  of  tubetancft 

Acetyl  f  ributyl  citrate . 

Acetyl  triethyl  citrate . 

Butyl  stearate . 

Castor  oil . 

Dibutyl  setacate . 

Di(2-fthylhfxyl)  arrlate . . 

Dii2-ftbyllcxyl)  setacate . 

Diisodfcyl  phthalate . 

Dimcthylrclysiloxane . 

Diprcpylf  ne  glycol . 

Epoxiditcd  soybean  oil . 

Fatty  acids  derived  frcm  animal  and 
vegetable  fats  and  oils,  and  salts  of 
such  acids,  single  or  mixed,  as  follows: 
Aluminum 
Magnesium 
Potassium 
Sodium 
Zinc 

Fatty  alcohols,  straight-chain  with  even 
number  carton  atoms  (Cig  or  greater). 

Isobut  yl  stearate . 

Lanolin . 

Linoleic  jCid  amide . 

Mineral  oil . 

Mono-,  di-,  and  tristearyl  citrate . 

Oleic  acid  amide . . 

Palmitic  acid  amide . 

Petrolatum . 

Polyethylene  glycol  (molecular  weight 
3d)  or  greater). 

Stannous  stearate . 

Stearic  acid  amide . 

Stearyl  stearate . 

Triethylene  glycol . . . 

Wax,  petroleum . 


Limittaioru 


Conforming  to  the  identity  prescribed  in  $  181.28  of  this  chapter. 
Conforming  to  the  identity  prescribed  in  $  181.27  of  this  chapter.  , 


Conforming  to  the  identity  prescribed  in  {  178.3620  (a)  or  (b). 


Conforming  to  the  identity  ravseribed  in  f  178.3700. 

Mono-  and  diethylene  glycol  content  not  to  exceed  a  total  of  0.2  pet. 


Diethylene  glycol  content  not  to  exceed  0.1  pet. 
Complying  with  { 178.3710. 


(c)  The  substances  identified  in  para¬ 
graph  (a)  (2)  of  this  section  may  be  used 
in  surface  lubricants  used  to  facilitate 
the  drawing,  stamping,  and  forming  of 
metallic  articles  from  rolled  foil  and 
sheet  stock  provided  that  total  residual 
lubricant  remaining  on  the  metallic  arti¬ 
cle  in  the  form  in  which  it  contacts  food 
does  not  exceed  0.015  milligram  per 
square  inch  of  food-cmtact  surface. 

(d)  Subject  to  any  prescribed  limita¬ 
tions,  the  quantity  of  surface  lubricant 
used  in  the  manufacture  of  metallic  ar¬ 


ticles  shall  not  exceed  the  least  amount 
reasonably  required  to  accomplish  the 
intended  technical  effect  and  shall  not 
be  intended  to  nor,  in  fact,  acccanplish 
any  technical  effect  in  the  food  itself. 

(e)  The  use  of  the  surface  lubricants 
in  the  manufacture  of  any  article  that 
is  the  subject  of  a  regulation  in  Parts 
174,  175,  176,  177,  178  and  S  179.45  of  this 
chapter  must  comply  with  any  specifica¬ 
tions  prescribed  by  such  regulation  for 
the  finished  form  of  the  article. 

(f)  Any  substance  that  is  listed  in  this 
section  and  the  subject  of  a  regulation 


in  Parts  174, 175, 176, 177, 178  and  S  179.- 
45  of  this  chapter  shall  comply  with  any 
applicable  specifications  prescribed  by 
such  regulation. 

§  178.3930  Terpene  resins. 

The  terpene  resins  identified  in  para¬ 
graph  (a)  of  this  section  may  be  safely 
used  as  components  of  poliqjropylene 
film  intended  for  use  in  contact  with 
food,  and  the  terpene  resins  identified  in 
paragraph  (b)  of  this  section  may  be 
safely  used  as  components  of  polyolefin 
film  intended  for  use  in  contact  with 
food: 

(a)  Terpene  resins  consisting  of  the 
hydrogenated  polymers  of  terpene  hy¬ 
drocarbons  obtainable  from  sulfate  tur¬ 
pentine  and  meeting  the  following 
specifications;  Drop-softening  point  of 
118‘'-138"  C;  iodine  value  less  than  20. 

(b)  Terpene  resins  consisting  of  poly¬ 
mers  of  beta-pinene  and  meeting  the 
following  specifications;  Acid  value  less 
than  1 ;  saponification  number  less  than 
1;  color  less  than  4  on  the  Gardner 
scale  as  measured  in  50  percent  mineral 
spirits  solution. 

§  178.3940  Tetraethylene  glycol  di-(2- 
ethylhexoate). 

Tetraethylene  glycol  dl-(2-ethylhex- 
oate)  containing  not  more  than  22  parts 
per  million  ethylene  and/or  diethylene 
glycols 'may  be  used  at  a  level  not  to 
exceed  0.7  percent  by  weight  of  twine  as 
a  finish  on  twine  to  be  used  for  tying 
meat  provided  the  twrine  fibers  are  pro¬ 
duced  from  nylon  resins  ciMnplying  with 
§  177.1500  of  this  chapter. 

§  178.3950  Tetrahydrofuran. 

Tetrahydrofuran  may  be  safely  used 
in  the  fabrication  of  articles  Intended  for 
packaging,  transporting,  or  storing  foods, 
subject  to  the  provisions  of  this  section. 

(a)  It  is  used  as  a  solvent  in  the  cast¬ 
ing  of  film  from  a  soluticm  of  polymeric 
resins  of  vinyl  chloride,  vinyl  acetate,  or 
vinylidene  chloride  that  have  been  po¬ 
lymerized  singly  or  copolymerized  with 
one  another  in  any  combination,  or  it 
may  be  used  as  a  solvent  in  the  casting  of 
film  prepared  from  vinyl  chloride  co¬ 
polymers  complying  with  §  177.1980  of 
this  chapter. 

(b)  The  residual  amount  of  tetrahy¬ 
drofuran  in  the  film  does  not  exceed  1.5 
percent  by  weight  of  film. 

§  1 78.3970  Ultramarine  blue. 

Ultramarine  blue  may  be  safely  used 
as  a  component  of  articles  intended  for 
use  in  producing,  manufacturing,  pack¬ 
ing,  processing,  preparing,  treating, 
packaging,  transporting,  or  holding  food 
in  accordance  with  the  following  pre¬ 
scribed  cemditions: 

(a)  It  is  used  as  a  colorant  in  the 
manufacture  of  the  foUowdng  articles: 

(1)  Flexible,  semirigid,  and  rigid  plas¬ 
tic  materials. 

(2)  Textiles  and  textile  fibers  as  pro¬ 
vided  in  §  177.2800  of  this  cluqater. 

(b)  The  quantity  used  shall  not  exceed 
the  amount  reasonably  required  to  ac¬ 
complish  the  intended  effect. 
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PART  17»— IRRADIATION  IN  THE  PRO¬ 
DUCTION.  PROCESSING  AND  HAN¬ 
DLING  .OF  FOOD 

Subpart  A — [Reaervad] 

Subpart  B — Radiation  and  Radiation  Sourcat 
Sec. 

179.21  Sources  of  radiation  used  for  Inspec¬ 

tion  of  food,  for  Inspection  of  pack¬ 
aged  food,  and  for  controlling  food 
processing. 

179.22  Low-dose  gamma  radiation  for  the 

treatment  of  food. 

179.24  Low-dose  electron  beam  radiation  for 
the  treatment  of  food. 

179.30  Badlofrequency  radiation  for  the 
heating  of  food.  Including  micro- 
wave  frequencies. 

179.39  Ultraviolet  radiation  for  the  process¬ 
ing  and  treatment  of  food. 

Subpart  C — Packaging  Materiais  for  Irradiated 
Food* 

179.45  Packaging  materials  for  use  during 
the  Irradiation  of  prepackaged 
foods. 

Authoritt:  Secs.  409,  701,  52  Stat.  1055- 
1056  as  amended,  72  Stat.  1785-1786  as 
amended  (21  U.S.C.  348,  371),  unless  other¬ 
wise  noted. 

Subpart  A — [Reserved] 

Subpart  B — Radiation  and  Radiation 
Sources 

§  179.21  Sources  of  radiation  used  for 
inspection  of  food,  for  inspection  of 
packaged  food,  and  for  controlling 
food  processing. 

Sources  of  radiation  for  the  purposes 
of  inspection  of  foods,  for  inspection  of 
packaged  food,  and  for  controlling  food 
processing  may  be  safely  used  under  the 
following  conditions: 

(a)  The  radiation  source  is  one  of  the 
following: 

(1)  X-ray  tubes  producing  X-radia¬ 
tion  from  operation  of  the  tube  source 
at  energy  levels  of  300  kilovolt  peak  or 
lower, 

(2)  Sealed  units  producing  radiations 
at  energy  levels  of  not  more  than  2.2 
million  electron  volts  from  one  of  the 
following  isotopes:  Americium -241,  ce¬ 
sium-137,  cobalt-60,  iodine-125,  krypton- 
89,  radium-226,  and  strontium-90. 

(b)  To  assure  safe  use  of  these  radia¬ 
tion  sources: 

(1)  The  label  of  the  sources  shall  bear, 
in  addition  to  the  other  information  re¬ 
quired  by  the  Act: 

(1)  Appropriate  and  accurate  infor¬ 
mation  Identifying  the  source  of 
radiation. 

(il)  The  maximum  energy  of  radia¬ 
tion  emitted  by  X-ray  tube  sources. 

(2)  The  label  or  accompanying  label¬ 
ing  shall  bear: 

(1)  Adequate  directions  for  installa¬ 
tion  and  use. 

(ii)  A  statonent  that  no  food  shall 
be  exposed  to  a  radiation  source  so  as 
to  receive  an  absorbed  dose  in  excess  of 
1000  rads. 

§  179.22  Low -dose  gamma  radiation  for 
the  treatment  of  food. 

Oamma  radiation  for  the  treatment 
of  certain  foods  may  be  safely  used  under 
the  following  conditions: 


(a)  The  radiation  source  consists  of 
sealed  units  containing  the  isotope  co¬ 
balt-60  or  cesium-137. 


(c)  To  assure  safe  use.  the  label  and 
labeling  of  the  food  shall  bear,  in  addi¬ 
tion  to  the  other  information  required 
by  the  act,  the  following  statements: 

(1)  “Treated  with  ionizing  radiation" 
or  “Treated  with  gamma  radiation”  on 
retail  packages. 

(2)  “Treated  with  ionizing  radia¬ 
tion — do  not  irradiate  again”  or  “Treated 
with  gamma  radiation — do  not  irradiate 
again”  on  wholesale  packages  and  on  In¬ 
voices  or  bills  of  lading  of-bulk  shipments. 


(c)  In  the  case  of  electron  beam 
radiation  used  for  treatment  of  food,  a 
permanent  record  of  the  radiation  in¬ 
tensity  and  power  used  in  the  processing 
shall  be  made  with  recorders  coupled  to 
the  electron  accelerator,  and  the  records 
shall  be  retained  for  Food  and  Drug 
Administration  inspection  for  a  period 
of  1  year.  Such  records  shall  provide 
information  identifying  completely  the 
food  that  ‘has  been  subjected  to  the 
radiation  recorded  thereon. 

(d)  To  assure  safe  use.  the  label  and 
labeling  of  the  food  shall  bear.  In  addi¬ 
tion  to  the  other  information  required 
by  the  act,  the  following  statements: 

(1)  “Treated  with  ionizing  radiation” 
or  “Treated  with  electron  radiation”  on 
retail  packages. 

(2)  “Treated  with  ionizing  radia¬ 
tion — do  not  irradiate  again”  or  "Treated 
with  electron  radiation— do  not  irradiate 
again”  on  wholesale  packages  and  on  in¬ 
voices  or  bills  of  lading  of  bulk  ship¬ 
ments. 


(b)  The  gamma  radiation  is  used  or 
intended  for  use  in  a  single  treatment 
as  follows: 


§  179.24  Ix>w-do!>e  riertron  beam  radi¬ 
ation  for  the  treatment  of  food. 

Electron  beam  radiation  for  the  treat¬ 
ment  of  food  may  be  safely  used  under 
the  following  conditions: 

(a)  The  radiation  source  consists  of 
an  electron  accelerator  producing  a  beam 
of  electrons  at  energy  levels  not  to  ex¬ 
ceed  5  million  electron  volts. 

(b)  The  electron  beam  radiation  is 
used  or  intended  for  use  in  a  single  treat¬ 
ment  as  follows: 


§  179.30  Radiofrequrnry  radiation  for 
the  heating  of  food,  including  micro- 
wave  frequencies. 

Radiofrequency  radiation,  including 
microwave  frequencies,  may  be  safely 
used  for  heating  food  under  the  fol¬ 
lowing  conditions: 

(a)  The  radiation  source  consists  of 
electronic  equipment  producing  radio 
waves  with  specific  frequencies  for  this 
purpose  authorized  by  the  Federal  Com¬ 
munications  Commission. 

(b)  The  radiation  is  used  or  intended 
for  use  in  the  production  of  heat  In  food 
wherever  heat  Is  necessary  and  effective 
in  the  treatment  or  processing  of  food. 

§  179.39  Ultraviolet  radiation  for  the 
proeessing  and  treatment  of  food. 

Ultraviolet  radiation  for  the  processing 
and  treatment  of  food  may  be  safely 
used  imder  the  following  conditions: 

(a)  The  radiation  sources  consist  of 
ultraviolet  emission  tubes  designed  to 
emit  wavelengths  within  the  range  of 
2200-3000  Angstrom  units  with  90  per¬ 
cent  of  the  emission  being  the  wave¬ 
length  2537  Angstrom  units. 

(b)  The  ultraviolet  radiation  is  used 
or  Intended  for  use  as  follows: 


Irradiated  food  Limitations  Use 


Food  and  food  products. .  .  Irradiated  with  2,200  to  3,000  A  emissions,  without  ozone  Surface  microocRanism 
production;  high  fat-content  food  irradiated  in  vacuum  control, 
or  in  an  inert  atmosphere:  intensity  of  fMiation,  1  W 
(of  2,537  A  radiation)  per  5  to  10  ft  >. 

Potable  water . Irradiated  with  2,200  to  3.000  A  emissions,  without  ozone  Sterilization  of  water  used 

production;  coefficient  of  absorption.  0.19  per  cm.  or  less:  in  food  producUon. 
flow  rate,  100  gal/h  per  watt  of  2,537  A  radiation;  water 
d^th,  1  cm  or  less;  lamp-operating  temperature,  30''  to 


Food  for  inadiation 

Limitations 

Use 

Wheat . 

Wheat  flour  from  unirradiated  wheat . 
White  potatoes . 

.  Absorbed  dose: 20,000  to 50,000 rd... 

. do . 

.  Absorbed  dose:  5,000  to  15,000  rd _ 

,..  Control  of  insect  infestation. 

Do. 

..  Inhibit  sprout  development. 

Food  for  radiation  Limitation  Use 


Wheat . Absorbed  dose:  20,000  to  50,000  rads.  Maximum  thickness  of  Control  of  insect  infes 

food  under  irradiation:  0.6  cm/Mev  of  electron  energy  tation.  . 
under  single  beam  irradiation  or  1.4  cm/Mev  of  electron 
energy  with  crossfiring  beams.  Maximum  flow:  10  tons 
per  hour  per  kilowatt  under  sit^le  beam  irradiation,  or 
14  tons  per  hour  per  kilowatt  with  crossflring  beams. 

Wheat  flour  from  unlrradi- _ do - - - - - - - - - -  Do. 

ated  wheat. 
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Subpart  C — Packaging  Materials  for 
Irradiated  Foods 

§  179.45  Packasing  materials  for  use 
during  tlie  irradiation  of  prepack¬ 
aged  foods. 

The  packaging  materials  identified  in 
this  section  may  be  safely  subjected  to 
irradiation  incidental  to  the  radiation 
treatment  and  processing  of  prepackaged 
foods,  subject  to  the  provisions  of  this 
section  and  to  the  requirement  that  no 
induced  radioactivity  is  detectable  in  the 
packaging  material  itself : 

(a)  The  radiation  of  the  food  itself 
shall  comply  with  regulations  in  this 
part. 

(b)  The  following  packaging  mate¬ 
rials  may  be  subjected  to  a  dose  of  radia¬ 
tion,  not  to  exceed  1  megarad,  unless 
otherwise  Indicated,  incidental  to  the  use 
of  gamma  radiation  in  the  radiation 
treatment  of  prepackaged  foods: 

(1)  Nitrocellulose-coated  or  vinyli- 
dene  chloride  copolymer-coated  cello¬ 
phane  complying  with  §  177.1200  of  this 
chapter. 

(2)  Glassine  paper  complying  with 
§  176.170  of  this  chapter. 

(3)  Wax-coated  paperboard  comply¬ 
ing  with  §  176.170  of  this  chapter. 

(4)  Polyolefin  film  prepared  from  one 
or  more  of  the  basic  olefin  polymers  com¬ 
plying  with  §  177.1520  of  this  chapter. 
The  finished  film  may  contain: 

(i)  Adjuvant  substances  used,  in  com¬ 
pliance  with  §  §  178.3740  and  181.22 
through  181.30  of  this  chapter,  sodium 
citrate,  sodium  lauryl  sulfate,  polyvinyl 
chloride,  and  materials  as  list^  in  para¬ 
graph  (c)  (2)  (i)  of  this  section. 

(ii)  Coatings  comprising  a  vinylidene 
chloride  copolymer  containing  a  mini¬ 
mum  of  85  percent  vinylidene  chloride 
with  one  or  more  of  the  following 
comonomers:  Acrylic  acid,  acrylonitrile, 
itaconic  acid,  methyl  acrylate,  and 
methyl  methacrylate. 

(5)  Kraft  paper  prepared  from  un¬ 
bleached  sulfate  pulp  to  which  rosin, 
complying  with  §  178.3870  of  this  chap¬ 
ter,  and  alum  may  be  added.  The  kraft 
paper  is  used  only  as  a  container  for  flour 
and  is  irradiated  with  a  dose  not  exceed¬ 
ing  50,000  rads. 

(6)  Polyethylene  terephthalate  film 
prepared  from  the  basic  polymer  as 
described  in  i  177.1630(d)  (4)  (i)  of  this 
chapter.  The  finished  film  may  contain: 

(i)  Adjuvant  substances  used  in  com¬ 
pliance  with  §  §  178.3740  and  181.22 
through  181.30  of  this  chapter,  sodium 
citrate,  sodium  lauryl  sulfate,  polyvinyl 
chloride,  and  materials  as  list^  in  para¬ 
graph  (c)  (2)  (i)  of  this  section. 

(ii)  Coatings  comprising  a  vinylidene 
chloride  copolymer  containing  a  mini¬ 
mum  of  85  percent  vinylidene  chloride 
with  one  or  more  of  the  following 
comonomers:  AcryUc  acid,  acrylonitrile, 
itaconic  acid,  methyl  acrylate,  and 
methyl  methacrylate. 

(iii)  Coatings  consisting  of  polyethyl¬ 
ene  comforming  to  §  177.1520  of  this 
chapter, 

(7)  Polystyrene  film  prepared  from 
styrene  basic  polymer.  The  finished  film 
may  contain  adjuvant  substances  used 


in  compliance  with  5§  178.3740  and  181.- 
22  through  181.30  of  this  chapter. 

(8)  Rubber  hydrochloride  film  pre¬ 
pared  from  rubber  hydrochloride  basic 
polymer  having  a  chlorine  content  of 
30-32  weight  percent  and  having  a  maxi¬ 
mum  extractable  fraction  of  2  weight 
percent  when  extracted  with  n-hexane 
at  reflux  temperature  for  2  hours.  The 
finished  film  may  contain  adjuvant  sub¬ 
stances  used  in  compliance  with  §  §  178.- 
3740  and  181.22  through  181.30  of  this 
chapter. 

(9)  Vinylidene  chloride-vinyl  chloride 
copoljTner  film  prepared  from  vinylidene 
chloride-vinyl  chloride  basic  copolymers 
containing  not  less  than  70  weight  per¬ 
cent  of  vinylidene  chloride  and  having 
a  viscosity  of  0.50-1.50  centipoises  as 
determined  by  ASTM  method  D  729-57. 
The  finished  film  may  contain  adjuvant 
substances  usqjl  in  ccunpliance  with 


5§  178.3740  and  181.22  through  181.30  of 
this  chapter. 

(10)  Nylon  11  conforming  to 
§  177.1500  of  this  chapter. 

(c>  The  following  packaging  materi¬ 
als  may  be  subjected  to  a  dose  of  radia¬ 
tion,  not  to  exceed  6  megarads  incidental 
to  the  use  of  gamma  or  X-radiation  in 
the  radiation  processing  of  prepackaged 
foods: 

(1)  Vegetable  parchments,  consisting 
of  a  cellulose  material  made  frcHn  water- 
leaf  paper  (unsized)  treated  with  con¬ 
centrated  sulfuric  acid,  neutralized,  and 
thoroughly  washed  with  distilled  water. 

(2)  Films  prepared  from  basic  poly¬ 
mers  and  wfth  or  without  adjuvants,  as 
follows: 

(i)  Polyethylene  film  prepared  from 
the  basic  polymer  as  described  in 
§  177.1520(a)  of  this  chapter.'  The  fin¬ 
ished  film  may  contain  one  of  more  of 
the  following  added  substances: 


Substancfi  Limitations 

Amidos  of  erucic,  linoleic,  oleic,  palm-  Not  to  exceed  1  pet  by  weight  of  the  polymer, 
itic,  and  stearic  acid. 


BHA  as  described  in  $  172.110  of  tins 
chapter. 

BHT  as  described  in  {  172.115  of  this 
chapter. 

Calcium  and  sodium  propionates . 

Petroleum  wax  as  describkl  in  S  178.3710 
of  this  chapter. 

Polypropylene,  noncrystalline,  as  de¬ 
scribed  in  i  177.1520(c)  of  this  chapter. 

Stearates  of  aluminum,  calcium,  mag¬ 
nesium,  potassium,  and  sodium  as 
described  in  {  172S63(a)  of  this  chap¬ 
ter. 

Triethylene  glycol  as  described  in 
i  178.3740(b)  of  this  chapter. 

Mineral  oil  as  described  in  {  178.3620  (a) 
or  (b)  of  this  chapter. 


Do. 

Do. 

Do. 

Do. 

Not  to  exceed  2  pet  by  weight  of  the  polymer. 
Not  to  exceed  1  pet  by  weight  of  the  polymer. 

Do.  a 

Do. 


(ii)  Polyethylene  teret^thalate  film 
prepared  from  the  basic  polymer  as  de¬ 
scribed  in  §  177.1630(d)  (4)  (i)  of  this 
chapter.  The  finished  film  may  contain 
one  or  more  of  the  added  substances  list¬ 
ed  in  subdivision  (i)  of  this  subpara¬ 
graph. 

(iii)  Nylon  6  films  prepared  from  the 
nylon  6  basic  polymer  as  described  in 
§  177.1500(a)  (6)  of  this  chapter  and 
meeting  the  specifications  of  item  6.1  of 
the  table  in  9  177.1500(b)  of  this  chap¬ 
ter.  The  finished  film  may  contain  one 
or  more  of  the  added  substances  listed 
in  paragraph  (c)  (2)  (i)  of  this  section. 

(iv)  Vinyl  chloride-vinyl  acetate  co¬ 
polymer  film  prepared  from  the  basic  co¬ 
polymer  containing  88.5  to  90.0  weight 
percent  of  vinyl  chloride  with  10.0  to  11.5 
weight  percent  of  vinyl  acetate  and  hav¬ 
ing  a  maximum  volatility  of  not  over  3.0 
percent  (1  hour  at  105®  C)  and  viscos¬ 
ity  not  less  than  0.30  determined  by 
ASTM  D-1243-60,  Method  A.  The  fin¬ 
ished  film  may  contain  one  or  more  of 
the  added  substances  listed  in  paragraph 

(c)  (2)  (i)  of  this  section. 

(d)  Acrylonitrile  copolymers  identi¬ 
fied  in  this  section  shall  comply  with  the 
provisions  of  §  180.22  of  this  chapter. 


PART  180 — FOOD  ADDITIVES  PERMITTED 
IN  FOOD  ON  AN  INTERIM  BASIS  OR  IN 
CONTACT  WITH  FOOD  PENDING  ADDI¬ 
TIONAL  STUDY 

Subpart  A— Ganaral  Proviaions 

Sec. 

180.1  General. 


Subpart  B — Specific  Requirements  for  Certain 
Food  Additives 

Sec. 

180.22  Acrylonitrile  copolymers. 

180.25  Mannitol. 

180.30  Bromlnated  vegetable  oil. 

180.37  Saccharin,  ammonium  saccharin. 

calcium  saccharin,  and  sodium 
saccharin. 

Authority:  Secs.  409,  701,  52  Stat.  1055- 
1056  as  amended.  72  Stat.  1785-1788  as 
amended  (21  U.S.C.  348,  371),  unless  other¬ 
wise  noted. 

Subpart  A — General  Provisions 
§  180.1  General. 

(a)  Substances  having  a  history  of 
use  in  food  for  human  consumption  or 
in  food  contact  surfaces  may  at  any  time 
have  their  safety  or  fimctionality 
brought  into  question  by  new  informa¬ 
tion  that  in  itself  is  not  conclusive.  An 
interim  food  additive  regulation  for  the 
use  of  any  such  substance  may  be 
promulgated  in  this  subpart  when  new 
information  raises  a  substantial  question 
about  the  safety  or  functionality  of  the 
substance  but  there  is  a  reasonable  cer¬ 
tainty  that  the  substance  is  not  harmful 
and  that  ho  harm  to  the  public  heal^ 
will  result  from  the  continued  use  of  the 
substance  for  a  limited  period  of  time 
while  the  question  raised  is  being  re¬ 
solved  by  further  study. 

(b)  No  interim  food  additive  regula¬ 
tion  may  be  promulgated  if  the  new  in¬ 
formation  is  conclusive  with  respect  to 
the  question  raised  or  if  there  is  a  rea¬ 
sonable  likelihood  that  the  substance  is 
harmful  or  that  continued  use  of  the 
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substance  will  result  In  harm  to  the  pi*- 
lic  health. 

(c)  TTie  Commissioner,  on  his  own  Ini¬ 
tiative  or  on  the  petition  ot  any  inter¬ 
ested  person,  pursuant  to  Part  2  of  this 
chapter,  may  propose  an  Interim  food 
additive  regulation.  A  final  order  promul¬ 
gating  an  Interim  food  additive  regula¬ 
tion  shall  provide  that  continued  use  of 
the  substance  in  food  is  subject  to  each 
of  the  following  conditions: 

(1)  Use  of  the  substance  in  food  or 
food  contact  surfaces  must  comply  with 
whatever  limitations  the  Commissioner 
deems  to  be  appropriate  under  the 
circumstances. 

(2)  Within  60  days  following  the  effec¬ 
tive  date  of  the  regulation,  an  Interested 
person  shall  satisfy  the  Commissioner 
in  writing  that  studies  adequate  and  ap¬ 
propriate  to  resolve  the  questions  raised 
about  the  substance  have  been  imder- 
taken,  or  the  Food  and  Drug  Adminis¬ 
tration  may  undertake  the  studies.  The 
Commissioner  may  extend  this  60-day 
period  If  necessary  to  review  and  act  on 
proposed  protocols.  If  no  such  commit¬ 
ment  is  made,  or  adequate  and  appro¬ 
priate  studies  are  not  undertaken,  an 
order  shall  immediately  be  published  In 
the  Federal  Register  revoking  the  in¬ 
terim  food  additive  regulation  effective 
upon  publication. 

(3)  A  progress  report  shall  be  filed  on 
the  studies  every  January  1  and  July  1 
until  completion.  If  the  progress  report 
Is  Inadequate  or  If  the  Commissioner 
concludes  that  the  studies  are  not  being 
pursued  promptly  and  diligently  or  if 
interim  results  indicate  a  reasonable 
likelihood  that  a  health  hazard  exists, 
an  order  will  promptly  be  published  In 
the  Federal  Register  revoking  the.  In¬ 
terim  food  additive  regulation  effective 
upon  publication. 

(d)  Promptly  upon  completion  of  the 
studies  undertaken  on  the  substance,  the 
Commissioner  will  review  all  available 
data,  will  terminate  the  Interim  food  ad¬ 
ditive  regulation,  and  will  either  issue  a 
food  additive  regulation  or  will  require 
elimination  of  the  substance  from  the 
fbbd  supply. 

(e)  The  Commissioner  may  consult 
with  advisory  committees,  professional 
organizations,  or  other  exiierts  In  the 
field.  In  evaluating: 

(1)  Whether  an  Interim  food  additive 
regulatlcm  is  justified, 

(2)  The  type  of  studies  necessary  and 
appropriate  to  resolve  questions  raised 
about  a  substance, 

(3)  Whether  interim  results  indicate 
the  reasonable  likelihood  that  a  health 
hazard  exists,  or 

(4)  Whether  the  data  available  at 
the  conclusion  of  those  studies  justify  a 
food  additive  regulation. 

Subpart  B — Specific  Requirements  for 
Certain  Food  Additives 

§  180.22  .4rr>lonitrile  (uapolymer^. 

Acrylonitrile  copolymers  may  be  safely 
used  on  an  interim  basis  as  articles  or 
components  of  articles  Intended  for  use 
in  contact  with  food,  in  accordance  with 
the  following  prescribed  conditions : 


(■a)  Limitations  for  acrylonitrile  mon¬ 
omer  extraction  for  finished  food-cimtact 
articles,  determined  by  using  methods  (rf 
analysis  availaUe  upon  request  from  the 
Pood  and  Drug  Administration,  Bureau 
of  Poods,  Dlvislwi  of  Pood  and  Ctrior 
Additives,  200  C  St.  SW.,  Washington, 
DC  20204,  are  as  follows; 

(1)  In  the  case  of  single-use  articles 
having  a  volume  to  surface  ratio  of  10 
milliliters  or  more  per  square  inch  of 
food  contact  surface — 0.003  milligram/ 
square  inch  when  extracted  to  equi¬ 
librium  at  120*  P  with  food-simulating 
solvents  appropriate  to  the  intended  con¬ 
ditions  of  use. 

(2)  In  the  case  of  single-use  articles 
having  a  volume  to  surface  ratio  of  less 
than  10  milliliters  per  square  inch  of 
food  contact  surface — 0.3  part  per  mil¬ 
lion  calculated  on  the  basis  of  the  volume 
of  the  container  when  extracted  to  equi¬ 
librium  at  120®  P  with  food-simulating 
solvents  appropriate  to  the  Intended 
conditions  of  use. 

(3)  In  the  case  of  repeated-use  arti¬ 
cles — 0.003  milligram /square  inch  when 
extracted  at  a  time  equivalent  to  Initial 
batch  usage  utilizing  food-simulating 
solvents  and  temperatures  appropriate 
to  the  intended  conditions  of  use. 

The  food-simulating  solvents  shall  in¬ 
clude,  where  applicable,  distilled  water, 
8  percent  or  50  percent  ethanol,  3  per¬ 
cent  acetic  acid,  and  either  n-heptane 
or  an  appropriate  oil  or  fat. 

(b)  Where  necessary,  current  regula¬ 
tions  permitting  the  ase  of  acrylonitrile 
copolymers  shall  be  revised  to  specify 
limitations  on  acrylonitrile,  mercaptan 
complexes  utilized  in  the  production  of 
acrylonitrile  copolymers.  Such  copoly¬ 
mers,  if  they  contain  reversible  acrylo¬ 
nitrile  mercaptan  complexes  and  are 
used  in  other  than  repeated-use  condi¬ 
tions,  shall  be  tested  to  determine  the 
identity  of  the  complex  and  the  level  of 
the  complex  present  in  the  food-contact 
article.  Such  testing  shall  include  deter¬ 
mination  of  the  rate  of  decomposition  of 
the  complex  at  temperatures  of  100®  P, 
160®  P,  and  212®  P  using  3  percent  acetic 
acid  as  the  hydrolic  agent.  Acrylonitrile 
monomer  levels,  acrylonitrile  'mercaptan 
complex  levels,  acrylonitrile  oligomer 
levels,  descriptions  of  the  analytical 
methods  used  to  determine  the  complex 
and  the  acrylonitrile  migration,  and  vali¬ 
dation  studies  of  these  analytical  meth¬ 
ods  shall  be  submitted  by  June  9, 1977,  to 
the  Pood  and  Drug  Administration,  Bu¬ 
reau  of  Foods,  Division  of  Pood  and 
Color  Additives,  200  C  St.  SW.,  Washing¬ 
ton,  D.C.  20204.  unless  an  extension  is 
granted  by  the  Food  and  Drug  Adminis¬ 
tration  for  good  cause  shown.  Analytical 
methods  for  the  determination  of  acrylo¬ 
nitrile  complexes  with  n-dodecylmercap- 
tan,  n-octyl  mercaptan,  and  2-mercapto- 
ethanol  are  available  upon  request  from 
the  Division  of  Food  and  Color  Additives. 

(c)  The  following  data  shall  be  pro¬ 
vided  for  finished  food-contact  articles 
intended  for  repeated  use: 

(1)  Qualitative  and  quantitative  mi¬ 
gration  values  at  a  time  equivalent  to 
initial  batch  usage,  utilizing  solvents  and 


temperatures  appropriate  to  the  intended 
conditions  of  use. 

(2)  Qualitative  and  quantitative  mi¬ 
gration  values  at  the  time  of  equilibrium 
extractions,  utilizing  solvents  and  tem¬ 
peratures  appr(H>rlate  to  the  intended 
conditions  of  use. 

(3)  Data  on  the  volume  and/or  weight 
of  food  handled  during  the  initial  batch 
time  period(s),  during  the  equilibrium 
test  period,  and  over  the  estimated  life 
of  the  food-contact  surface. 

(d)  Where  acrylonitrile  copolymers 
represent  only  a  minor  component  of  a 
pobmer  system,  calculations  based  on 
100  percent  migration  of  the  acryloni¬ 
trile  component  may  be  submitted  in  lieu 
of  the  requirements  of  paragraphs  (a), 
(b).  and  (c)  of  this  section  in  support 
of  the  continued  safe  use  of  acrylonitrile 
copolymers. 

(e)  On  or  before  September  13,  1976, 
any  interested  person  shall  satisfy  the 
Commissioner  of  Food  and  Drugs  that 
toxicological  feeding  studies  adequate 
and  appropriate  to  establish  safe  conr 
ditlons  for  the  use  of  acrylonitrile  co- 
IxdjTners  have  been,  or  soon  will  be.  mi- 
dertaken.  Toxicity  studies  of  acryloni¬ 
trile  monomer  shall  include  (1)  lifetime 
feeding  studies  with  a  mammalian  spe¬ 
cies.  preferably  with  animals  exposed  in 
utero  to  the  chemical,  (2)  studies  of 
multigeneration  reproduction  with  oral 
administration  of  the  test  material,  (3) 
assessment  of  teratogenic  and  mutagenic 
potentials.  (4)  subchronic  oral  adminis¬ 
tration  in  a  nonrod«it  mammal,  (5> 
tests  to  determine  any  synergistic  toxic 
effects  between  acrylonitrile  monomer 
and  cyanide  ion.  and  (6)  a  literature 
search  on  the  effects  of  chronic  ingestion 
of  hydrogen  cyanide.  Data  on  levels  of 
acrylamide  extractable  from  acryloni¬ 
trile  copobmers  shall  also  be  submitted. 
Protoccds  of  testing  should  be  submitted 
for  review  to  the  Pood  and  Drug  Admln- 
istratioa.  Bureau  of  Poods,  Division  of 
Pood  and  Color  Additives  (HFP-330), 
200  C  St.  SW.,  Washington,  D.C.  20204. 

(f)  Acrylonitrile  copolymers  may  be 
used  in  contact  with  food  only  if  author¬ 
ized  in  Parts  174  through  179  or  §  181.32 
at  this  chapter  except  that  other  uses 
of  acrylonitrile  copobmers  in  use  prior 
to  Jime  14, 1976,  may  continue  under  the 
following  conditions : 

(1)  Cto  or  before  August  13,  1976,  each 
use  of  acrylonitrile  copolymers  in  a  man¬ 
ner  not  authorized  by  {  181.82  of  this 
chapter  or  Parts  174  through  179  of  this 
chapter  shall  be  the  subject  of  a  notice 
to  the  Food  and  Drug  Administration. 
Bureau  of  Foods.  Division  of  Pood  and 
Color  Additives  (HFP-S30),  200  C  St. 
SW..  Washington,  DC  20204.  Such  notice 
^all  be  accompanied  by  a  statement  of 
the  basis,  including  any  articles  and  cor¬ 
respondence.  on  vrtiich  the  user  in  good 
faith  believed  the  use  to  be  prior-sanc¬ 
tioned.  The  Commissicmer  of  Pood  and 
Drugs  shall,  by  notice  in  the  Federal 
Register,  identify  any  qse  of  acrylon¬ 
itrile  copolymers  not  in  accordance  with 
this  paragraph.  Ihose  uses  are  there¬ 
after  unapproved  food  additives  and 
consequently  unlawful. 
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(2)  Any  use  of  acrylonitrile  copolymers 
subject  to  paragraph  (f)  (1)  of  this  sec¬ 
tion  shall  be  the  subject  of  a  petition 
submitted  on  or  before  December  13, 
1976,  in  accordance  with  §  171.1  of  this 
chapter,  unless  an  extension  of  time  is 
granted  bj’  the  Pood  and  Drug  Adminis¬ 
tration  for  good  cause  shown.  Any  ap¬ 
plication  for  extension  shall  be  by  peti¬ 
tion  submitted  in  accordance  with  the 
requirements  of  Part  2  of  this  chapter. 
If  a  petition  is  denied,  in  whole  or  in  part, 
those  uses  subject  to  the  denial  are 
thereafter  unapproved  food  additives 
and  consequently  unlawful. 

(3)  Any  use  of  acrylonitrile  copoly¬ 
mers  subject  to  paragraph  (f)  (1)  of  this 
section  shall  meet  the  acrylonitrile  mon¬ 
omer  extraction  limitation  set  forth  in 
paragraph  (a)  of  this  section  and  shall 
be  subject  to  the  requirements  of  para¬ 
graph  (b)  of  this  section. 

(g)  In  addition  to  the  requirements  of 
this  section,  the  use  of  acrylonitrile  co¬ 
polymers  shall  comply  with  all  appli¬ 
cable  requirements  in  other  regulations 
in  this  part. 

§  180.23  Mannitol. 

(a)  Mannitol  is  the  chemical  1,2, 3, 4, 5, 
6.-hexanehexol  (C6Hi<0«)  a  hexahydric 
alcohol,  differing  from  sorbitol  princi¬ 
pally  by  having  a  different  optical  rota¬ 
tion.  Mannitol  is  produced  by  the  elec¬ 
trolytic  reduction,  or  the  transition  metal 
catalsd^ic  hydrogenation,  of  sugar  solu¬ 
tions  containing  glucose  or  fructose. 

(b)  The  ingredient  meets  the  speci¬ 
fications  of  the  Food  Chemicals  Codex, 
2d  Ed.  (1972)." 

(c)  The  ingrredient  is  used  as  an  anti- 
caking  agent  and  free-llow  agent  as 
defined  in  §  170.3Xo)  (1)  of  this  chapter, 
formulation  aid  as  defined  in  §  170.3  (o) 
(14)  of  this  chapter,  finning  agent  as 
defined  in  §  170.3(0)  (10)  of  this  chapter, 
flavoring  agent  and  adjuvant  as  defined 
in  §  170.3(0)  (12)  of  this  chapter,  lubri¬ 
cant  and  release  agent  as  defined  in 
§  170.3(0)  (18)  of  this  chapter,  nutritive 
sweetener  as  defined  in  §  170.3  (o)  (21)  of 
this  chapter,  processing  aid  as  defined 
in  §  170.3(0)  (24)  of  this  chapter,  sta¬ 
bilizer  and  thickener  as  defined  in  §  170.- 
3(0)  (28)  of  this  chapter,  surface-finish¬ 
ing  agent  as  defined  in  §  170.3  (o)  (30) 
of  this  chapter,  and  texturizer  as  defined 
in  §  170.3(0)  (32)  of  this  chapter. 

(d)  The  ingredient  is  used  in  food  at 
levels  not  to  exceed  98  percent  in  pressed 
mints  and  5  percent  in  all  other  hard 
candy  and  cough  drops  as  defined  in 
§  170.3(n)  (25)  of  this  chapter,  31  per¬ 
cent  in  chewing  gum  as  defined  in  §  170.- 
3(n)(6)  of  this  chapter,  40  percent  in 
soft  candy  as  defined  in  §  170.3 (n)  (38) 
of  this  chapter,  8  percent  in  confections 
and  frostings  as  defined  in  §  170.3 (n)  (9) 
of  this  chapter,  15  percent  in  nonstand- 
ardized  jams  and  jellies,  commercial,  as 
defined  in  §  170.3(n)  (28)  of  this  chapter, 
and  at  levels  less  than  2.5  percent  in  all 
other  foods. 

"Copies  may  be  obtained  from:  The  Na- 
tionsd  Academy  of  Sciences,  2101  Constitu¬ 
tion  Ave.  NW.,  Washington,  D.C.  20037. 


(e)  The  label  and  labeling  of  f(x>d 
whose  reasonably  foreseeable  consump¬ 
tion  may  result  in  a  daily  ingestion  of  20 
grams  of  mannitol  shall  bear  the  state¬ 
ment  “Excess  consumption  may  have  a 
laxative  effect”. 

(f)  In  accordance  with  §  180.1,  ade¬ 
quate  and  appropriate  feeding  studies 
have  been  imdertaken  for  this  substance. 
Continued  uses  of  this  ingredient  are 
contingent  upon  timely  and  adequate 
progress  reports  of  such  tests,  and  no 
indication  of  increased  risk  to  public 
health  during  the  test  period. 

(g)  Prior  sanctions  for  this  ingredi¬ 
ent  different  from  the  uses  established  in 
this  regulation  do  not  exist  or  have  been 
waived. 

§  180.30  Broininaled  vegetable  oil. 

The  food  additive  brominated  vege¬ 
table  oil  may  be  safely  used  in  accord¬ 
ance  with  the  following  prescribed 
conditions: 

(a)  The  additive  complies  with  speci¬ 
fications  prescribed  in  Food  Chemicals 
Codex,  Ftet  Edition,  except  that  free 
fatty  acids  (as  oleic)  shall  not  exceed  2.5 
percent  and  iodine  value  shall  not  exceed 
16. 

(b)  The  additive  is  used  on  an  interim 
basis  as  a  stabilizer  for  fiavoring  oils  used 
in  fruit-flavored  beverages,  for  which 
any  applicable  standards  of  identity  do 
not  preclude  such  use,  in  an  amoimt  not 
to  exceed  15  parts  per  million  in  the 
finished  beverage,  pending  the  outcome 
of  additional  toxicological  studies  on 
which  periodic  reports  at  6-month  inter¬ 
vals  are  to  be  furnished  and  final  results 
submitted  to  the  F(x>d  and  Drug  Admin¬ 
istration  promptly  after  completion  of 
the  studies. 

§  180.37  Saccharin,  animoniiim  saccha¬ 
rin,  calcium  saccharin,  and  sodium 
saccharin. 

The  food  additives  saccharin,,  am¬ 
monium  saccharin,  calcium  saccharin, 
and  sodium  saccharin  may  be  safely  used 
as  sweetening  agents  in  food  in  accord¬ 
ance  with  the  following  conditions,  if  the 
substitution  for  nutritive  sweeteners  is 
for  a  valid  sijecial  dietary  purpose  and 
is  in  accord  with  current  special  dietary 
food  regulations  and  policies  or  if  the 
use  or  intended  use  is  for  an  authorized 
technological  purpose  other  than  calorie 
reduction: 

(a)  Saccharin  is  the  chemical,  1,2- 
benzisothiazolln-3  -one- 1 , 1  -dioxide  (  CtHs 
NOsS) .  The  named  salts  of  saccharin  are 
produced  by  the  additional  neutralization 
of  saccharin  with  the  proper  base  to  yield 
the  desired  salt. 

(b)  The  food  additives  meet  the  spec¬ 
ifications  of  the  “F(x>d  Chemicals 
Codex.” 

(c)  Authority  for  such  use  shall  expire 
when  the  Commissioner  receives  the 
final  reports  on  the  ongoing  studies  in 
Canada  and  publishes  an  order  on  the 
safety  of  saccharin  and  its  salts  based  on 
those  reports  and  other  available  data. 

(d)  The  additives  are  used  or  Intended 
for  use  as  a  sweetening  agent  only  in 
special  dietary  foods,  as  follows: 


(1)  In  beverages,  fruit  juice  drinlis, 
and  bases  or  mixes  when  prepared  for 
consumption  in  accordance  with  direc¬ 
tions,  in  amounts  not  to  exceed  12  milli¬ 
grams  of  the  additive,  calculated  as  sac¬ 
charin,  per  fiuld  oimce. 

(2)  As  a  sugar  substitute  for  cooking 
or  table  use,  in  amounts  not  to  exceed 
20  milligrams  of  the  additive,  calculated 
as  saccharin,  for  each  expressed  tea¬ 
spoonful  of  sugar  sweetening  equiva¬ 
lency. 

(3)  In  processed  foods,  in  amounts  not 
to  exceed  30  milligrams  of  the  additive, 
calculated  as  saccharin,  per  serving  of 
designated  size. 

(e)  The  additives  are  used  or  intended 
for  use  only  for  the  following  technologi¬ 
cal  purposes: 

(1)  To  reduce  bulk  and  enhance 
flavors  in  chewable  vitamin  tablets, 
chewable  mineral  tablets,  or  combina¬ 
tions  thereof. 

(2)  To  retain  flavor  and  physical 
properties  of  chewing  gum. 

(3)  To  enhance  flavor  of  fiavor  chips 
used  in  nonstandardized  bakery  prod¬ 
ucts. 

(f)  To  assure  safe  use  of  the  additives, 
in  addition  to  the  other  information  re¬ 
quired  by  the  act: 

(1)  The  label  of  the  additive  and  any 
intermediate  mixes  of  the  additive  for 
manufacturing  purposes  shall  bear: 

(1)  The  name  of  the  additive. 

(il)  A  statement  of  the  concentration 
of  the  additive,  expressed  as  saccharin,  in 
any  intermediate  mix. 

(iii)  Adequate  directions  for  use  to 
provide  a  final  food  product  that  com¬ 
plies  with  the  limitations  prescribed  in 
paragraphs  (d)  and  (e)  of  this  section. 

(2)  l^e  label  of  any  finished  food 
product  containing  the  additive  shall 
bear: 

(i)  The  name  of  the  additive. 

(li)  The  amount  of  the  additive,  cal¬ 
culated  as  saccharin,  as  follows: 

(a)  For  beverages,  in  milligrams  per 
fluid  ounce; 

(b)  For  cooking  or  table  use  prod¬ 
ucts,  in  milligrams  per  dispensing  miit; 

(c)  For  processed  foods,  in  terms’ of 
the  weight  or  size  of  a  serving  which 
shall  be  that  quantity  of  the  f(xxl  con¬ 
taining  30  milligrams  or  less  of  the  addi¬ 
tive. 

(iii)  When  the  additive  is  used  for  cal¬ 
orie  reduction,  such  other  labeling  as  is 
required  by  Part  105  or  f  100.130  of  this 
chapter. 

PART  181— PRIOR-SANCTIONED  FOOD 
INGREDIENTS 
Subpart  A — Genaral  Provisions 

Sec. 

181.1  General. 

181.5  Prior  sanctions. 

Subpart  B — Specific  Prior-Sanctioned  Food 
Ingredients 

181.22  Certain  substances  employed  in  the 

manufactme  of  food-packaging 
materials. 

181.23  Antlmycotlcs. 

181.24  Antioxidants. 

181.26  IMers. 
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181.26  Drying  oils  as  ccmponents  of  finished 

resins. 

181.27  Plasticizers. 

181.28  Release  agents. 

181.29  Stabilizers. 

181.30  Substances  used  in  the  manufacture 

of  paper  and  paperboard  products 
used  in  food  packaging. 

181.32  Acrylonitrile  polymers  and  resins. 

Aitthoeitt:  Secs.  409,  701,  52  Stat.  1055- 
1056  as  amended.  72  Stat.  1785-1788  as 
amended  (21  US.C.  348.  371),  unless  other¬ 
wise  noted. 

Subpart  A — General  Provisions 
§  181.1  General. 

(a)  An  Ingredient  whose  use  in  food  or 
food  packaging  is  subject  to  a  prior  sanc¬ 
tion  or  approval  within  the  meaning  of 
section  201  (s)  (4)  of  the  act  is  exempt 
from  classification  as  a  food  additive. 
The  Commissioner  will  publish,  in  this 
part  all  known  prior  sanctions.  Any  in¬ 
terested  person  may  submit  to  the  Com¬ 
missioner  a  request  for  publication  of  a 
prior  sanction,  supported  by  evidence  to 
show  that  it  falls  within  section  201(s) 
(4)  of  the  act. 

(b)  Based  upon  scientific  data  or  in¬ 
formation  that  shows  that  use  of  a  prior- 
sanctioned  food  ingredient  may  be  in¬ 
jurious  to  health,  and  thus  in  violation 
of  section  402  of  the  act,  the  Commis¬ 
sioner  will  establish  or  amend  an  appli¬ 
cable  prior  sanction  regulation  to  impose 
whatever  limitations  or  conditions  are 
necessary  for  the  safe  use  of  the  ingredi¬ 
ent,  or  to  prohibit  use  of  the  ingredient. 

(Secs.  201(8),  409,  701(a),  52  Stat.  1055  and 
72  Stat.  1784-1788,  as  amended  (21  U.S.C. 
321  (s),  346,  371(a)).) 

§  181.5  Prior  NinctioiHi. 

(a)  A  prior  sanction  shall  exist  only 
for  a  specific  use(s)  of  a  substance  in 
food,  i.e.,  the  level(s) .  condition(s) .  prod- 
uct(s),  etc.,  for  which  there  was  ex¬ 
plicit  approval  by  the  Food  and  Drug 
Administration  or  the  United  States  De¬ 
partment  of  Agriculture  prior  to  Sep¬ 
tember  8,  1958. 

(b)  The  existence  of  a  prior  sanction 
exempts  the  sanctioned  use(8)  from  the 
food  additive  provisions  of  the  act  but 
not  from  the  other  adulteration  or  the 
misbranding  provisions  (rf  the  act. 

(c)  All  known  prior  sanctions  shall  be 
the  subject  of  a  regulation  published  in 
this  part.  Any  such  regulation  is  subject 
to  amendment  to  Impose  whatever  11ml- 
tation(8)  or  condition(s)  may  be  neces¬ 
sary  for  the  safe  use  of  the  ingredient,  or 
revocation  to  prohibit  use  of  the  ingre¬ 
dient,  in  order  to  prevent  the  adultera¬ 
tion  of  food  in  violation  of  section  402 
of  the  act. 

(d)  In  proposing,  after  a  general  eval¬ 
uation  of  use  of  an  ingredient,  regula¬ 
tions  afiOrming  the  GRAS  status  of  sub¬ 
stance^  added  directly  to  hiunan  food  in 
Part  184  of  this  chapter  or  substances  in 
food-contact  surfaces  in  Part  186  oi  this 
chapter,  or  establishing  a  food  additive 
regulation  for  substances  added  directly 
to  human  food  In  Parts  172  and  173  of 
this  chapter  or  food  additives  in  food- 
contact  surfaces  in  Parts  174,  175,  176, 
177,  178  and  9  179.45  of  this  chapter,  the 
Commissioner  shall,  if  he  is  aware  of 


any  prior  sanction  for  use  of  the  ingre¬ 
dient  imder  conditions  different  from 
those  proposed  in  the  regulation,  concur¬ 
rently  propose  a  separate  reg\ilation  cov¬ 
ering  such  use  of  the  ingredient  under 
this  part.  If  the  Commissioner  is  una¬ 
ware  of  any  such  applicable  prior  sanc¬ 
tion,  the  proposed  regulation  will  so  state 
and  will  require  any  person  who  intends 
to  assert  or  rely  on  such  sanctlcm  to  sub¬ 
mit  proof  of  its  existence.  Any  food  addi¬ 
tive  or  GRAS  regulation  promulgated 
after  a  general  evaluation  of  use  of  an 
ingredient  constitutes  a  determination 
that  excluded  uses  would  result  in  adul¬ 
teration  of  the  food  in  violation  of  sec¬ 
tion  402  of  the  act,  and  the  failure  of 
any  person  to  come  forward  with  proof 
of  such  an  applicable  prior  sanction  in 
response  to  a  proposal  will  constitute  a 
waiver  of  the  right  to  assert  or  rely  on 
such  sanction  at  any  later  time.  Ihe  no¬ 
tice  will  also  constitute  a  proposal  to 
establish  a  regulation  imder  this  part, 
incorporating  the  same  provisions,  in  the 
event  that  such  a  reg^tion  is  deter¬ 
mined  to  be  appropriate  as  a  result  of 
submission  of  proof  of  such  an  applicable 
prior  sanction  in  response  to  the 
proposal. 

Subpart  B — Specific  Prior-Sanctioned  Food 
Ingredients 

§  181.22  Certain  suiMkIaneeii  employed 
in  the  nianufaeture  of  food-paekag- 
ing  materials. 

Prior  to  the  enactment  of  the  food 
additives  amendment  to  the  Federal 
Food,  Drug,  and  Cosmetic  Act,  sanctions 
were  grant^  for  the  usage  of  the  follow¬ 
ing  substances  in  the  manufacture  of 
packaging  materials.  So  used,  these 
substances  are  not  considered  “food  ad¬ 
ditives”  within  the  meaning  cff  section 
201  (s)  of  the  act,  provided  that  they  are 
of  good  commercial  grade,  are  suitable 
for  association  with  food,  and  are  used  in 
accordance  with  good  manufacturing 
practice.  For  the  purpose  of  this  sec¬ 
tion,  good  manufacturing  practice  for 
food-packaging  materials  includes  the 
restriction  that  the  quantity  of  any  of 
these  substances  which  becomes  a  com¬ 
ponent  of  food  as  a  result  of  use  in 
food-packaging  materials  shall  not  be 
intended  to  accomplish  any  physical  or 
technical  effect  in  the  food  Itself,  shall  be 
reduced  to  the  least  amount  reasonably 
possible,  and  shall  not  exceed  any  limit 
^>ecified  in  this  subpart. 

§  181.21  .Aniioxidanis. 

Substances  classified  as  antioxidants, 
when  added  to  food  (limit  of  addition  to 
food,  0.005  percent)  shall  include: 

Butylated  bydroxyanlsole. 

Butyiated  bydroxytoluene. 

DUauryl  tblodlproplonate. 

Dlstaarvl  tblodlproplonate. 

Own  gualac. 

Nwdlbydrogualretlc  acid. 

Propyl  gallate. 

Tblodlproplonlc  acid. 

2,4,5-Trlbydroxy  butyropbenone. 

§  181.23  .4ntimycotirs. 

Substances  classified  as  antimycotics, 
when  added  to  food  shall  include; 
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Calcium  propionate. 

Metbylparaben  (metbyl  p-bydroxybenzoate). 
I*ropylparaben  (propyl  p-bydroxybenzoate). 
Sodium  benzoate. 

Sodium  propionate. 

Smrblc  acid. 

§  181.25  Driers 

Substances  classified  as  driers,  when 
added  to  food,  shall  include: 

Cobalt  caprylate. 

Cobalt  llnoleate. 

Cobalt  napbtbenate. 

Cobalt  tallate. 

Iron  caprylate. 

Iron  llnoleate. 

Iron  napbtbenate. 

Iron  tallate. 

Manganese  caprylate. 

Manganese  llnoleate. 

Manganese  napbtbenate. 

Manganese  tallate. 

§  181.26  Drying  oils  as  components  of 
finishcxl  resins. 

Substances  classified  as  drying  oils, 
when  added  to  food  (as  components  of 
finished  resins)  shall  Include: 

Cbinawood  oil  (tung  oil). 

Dehydrated  castor  oil. 

Linseed  oil. 

Tall  oil. 

§  181.27  Plasticizers. 

Substances  classified  as  plasticizers, 
when  added  to  f(xxl,  shall  include: 

Acetyl  tributyl  citrate. 

Acetyl  trletbyl  citrate. 
p-tert-Butylpbenyl  salicylate. 

Butyl  stearate. 

Butylpbtbalyl  butyl  glycolate. 

Dlbutyl  sebckcate. 

Dl-(2-ethylbeKyl)  pbtbalate  (for  foods  of 
blgb  water  content  only) . 

Dletbyl  pbtbalate. 

Dilsobutyl  ad4)ate. 

Dllaooctyl  pbtbalate  (for  foods  of  bigh  water 
content  only) . 

Dlpbenyl-2-#tbylbexyl  pbo^bate. 

Epoxldlzed  soybean  oil  (Iodine  number  maxi¬ 
mum  6;  and  oxlrane  oxygen,  minimum  6.0 
percent). 

Etbylpbthalyl  etbyl  glycolate. 

Glycerol  monooleate. 

Monoisopropyl  citrate. 

Mono,  dl-,  and  trlstefurl  citrate. 

Tiiacetln  (glycerol  triacetate). 

Trletbyl  citrate. 

3-(2-Xenoyl)  -1,2-epoxypropane. 

§  181.28  Release  agents. 

Substances  classified  as  release  agents, 
when  added  to  food,  shall  include: 

Dlmetbylpolyslloxane  (substantially  free 
from  hydrolyzable  chloride  and  alkoxy 
groups,  no  more  than  18  percent  Ion 
In  weight  after  beating  4  hours  at  200*  C.; 
viscosity  300  centlaokea,  600  centisokes  at 
25*  C,  specific  gravity  0.96  to  0.97  at  25*  C. 
refractive  Index  1.400  to  1.404  at  25*  C). 
Llnoleamlde  (llnolelc  acid  amide) . 

Oleamlde  (oleic  acid  amide). 

Palmltamide  (palmitic  acid  amide). 
Stearamide  (stearic  acid  amide) . 

§  181.29  Stabilizers. 

Substances  classified  as  stabilizers, 
when  added  to  food,  shall  include: 

Alwnlnum  mono-,  di-,  and  tristearate. 
Ammonium  citrate. 

Ammemium  potassium  hydrogen  pbosphatec 
Calclrun  glycerophosphate. 

Calcium  phosphate. 

Calcium  hydrogen  phosphate. 
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Calcium  oleate. 

Calcium  acetate. 

Calcium  carbonate. 

Calcium  ricinoleate. 

Calcium  stearate. 

Disodium  hydrogen  phosphate. 

Maignesium  glycerophosphate. 

Magnesium  stearate. 

Magnesium  phosphate. 

Magnesium  hydrogen  phosphate. 

Mono-,  di-,  and  trisodium  citrate. 

Mono-,  di-,  and  tripotassium  citrate. 
Potassium  oleate. 

Potassium  stearate. 

Sodium  pyrophosphate. 

Sodium  stearate. 

Sodium  tetri^yrophosphate. 

Stannous  stearate  (not  to  exceed  50  parts 
per  million  tin  as  a  migrant  in  finished 
food). 

Zinc  orthophosphate  (not  to  exceed  50  parts 
per  million  zinc  as  a  migrant  in  finished 
food). 

Zinc  resinate  (not  to  exceed  50  parts  per  mil¬ 
lion  zinc  as  a  migrant  in  finished  food>> 

§  181.30  Substances  used  in  the  manu¬ 
facture  of  paper  and  paperboard 
products  used  in  food  packaging. 

Substances  used  in  the  manufacture  of 
paper  and  paperboard  products  used  in 
food  packaging  shall  include: 
ulce:nid 

Aliphatic  polyoxyethylene  ethers.* 

1  -  Alkyl  ( C,-C  j,)  3  -amlno-3  -amlnopropane 

monoacetate.* 

Borax  or  boric  acid  for  use  in  adhesives,  sizes, 
and  coatings.* 

Butadiene-styrene  copolymer. 

Chromium  complex  of  perfiuoro-octane  sul- 
fonyl  glycine  for  use  on  paper  and  paper- 
board  which  is  waxed.* 

Disodium  cyanodlthiolmldocarbamate  with 
ethylene  diamine  and  potassium  JV-methyl 
dlthlocarbamate  and/or  sodium  2-mercap- 
tobenzothiazole  (slimicldes).* 

Ethyl  cicrylate  and  methyl  methacrylate 
copolymers  of  Itaconic  acid  or  metbacrylic 
acid  for  use  only  on  paper  and  paperboard 
which  is  waxed.* 

Hexamethylene  tetramine  as  a  setting  agent 
for  protein,  including  casein.* 

1  -  (2  -  Hydroxyethyl)  - 1  -  (4-chlorobutyl)  -  2- 
alkyl  (C,-C„)  Imldazollnium  chloride.* 
Itaconic  acid  (polymerized). 

Melamine  formaldehyde  polymer. 

Methyl  acrylate  (polymerized). 

Methyl  ethers  or  mono-,  di-,  and  trlpropyl- 
ene  glycol.* 

Myristo  chromic  chloride  complex. 
Nitrocellulose. 

Polyethylene  glycol  400. 

Polyvinyl  acetate. 

Potassium  pentachlorophenate  as  a  slime 
control  agent.* 

Potassium  trichlorophenate  as  a  slime  con¬ 
trol  agent.* 

Resins  from  high  and  low  viscosity  polyvinyl 
alcohol  for  fatty  foods  only. 

Rubber  hydrochloride. 

Sodium  pentachlon^henate  as  a  slime  con¬ 
trol  agent.* 

Sodiiun-trfchlorophenate  as  a  slime  control 
agent.* 

Stearato -chromic  chloride  ccunplex. 

Titanium  dioxide.* 

Urea  formaldehyde  polsnner. 

Vinylidine  chlorides  (polymerized). 


'Under  the  conditions  of  normal  use,  these 
substances  would  not  reasonably  be  expected 
to  migrate  to  food,  based  on  available  scien¬ 
tific  information  and  data. 


§  181.32  Acrylonitrile  copolymers  and 
resins. 

(a)  Acrylonitrile  copolymers  and  res¬ 
ins  listed  in  this  section,  containing  less 
than  30  percent  acrylonitrile  and  com¬ 
plying  with  the  requirements  of  para¬ 
graph  (b)  of  this  section,  may  be  safely 
used  as  follows: 

(1)  Films,  (i)  AcrylMiitrile/butadiene/ 
styrene  copolymers — no  restrictions. 

(ii)  Acrylonitrile/butadiene/styrene 
copolymers — no  restrictions. 

(iii)  Acrylcmitrile/butadiene  copoly¬ 
mer  blended  with  vinyl  chloride-vinyl 
acetate  (optional  at  level  up  to  5  percent 
by  weight  of  the  vinyl  chloride  resin) 
resin — for  use  only  in  contact  with  oleo¬ 
margarine. 

(iv)  Acrylonitrile/styrene  copolymer — 
no  restrictions. 

(2)  Coatings,  (i)  Acrylonitrile/butadi¬ 
ene  copolymer  blended  with  polyvinyl 
chloride  resins — for  use  only  on  paper 
and  paperboard  in  contact  with  meats 
and  lard. 

(ii)  Polyvinyl  chloride  resin  blended 
with  either  acrylonitrile/butadiene  co¬ 
polymer  or  acrylonitrile/butadiene  sty¬ 
rene  copolymer  mixed  with  neoprene,  for 
use  as  components  of  conveyor  belts  to  be 
used  with  fresh  fruits,  vegetables,  and 
fish. 

( iii)  Acrylonitrile/butadiene/styrene 
copolymer — no  restrictions. 

(iv)  Acrylonitrile/styrene  copolymer — 
no  restrictions. 

(3)  Rigid  and  semirigid  containers. 

(i)  Acrylonitrile/butadiene/styrene  co¬ 
polymer — for  use  only  as  piping  for  han¬ 
dling  food  products  and  for  repeated- 
use  articles  intended  to  contact  food. 

(ii)  Acrylonitrile/styrene  resin — no 
restrictions. 

(iii)  Acrylonitrile/butadiene  copoly¬ 
mer  blended  with  polyvinyl  chloride 
resin — for  use  only  as  extruded  pipe. 

(b)  Limitations  for  acrylonitrile  mon¬ 
omer  extraction  for  fini^ed  food-con¬ 
tact  articles,  determined  by  using  meth¬ 
ods  of  analysis  available  upon  request 
from  the  Food  and  Drug  Administration, 
Bureau  of  Foods,  Division  of  Food  and 
Color  Additives,  200  C  St.  SW.,  Wash¬ 
ington,  DC  20204,  are  as  follows: 

(1)  In  the  case  of  single-use  articles 
having  a  volume  to  siirface  ratio  of  10 
milliliters  or  more  per  square  inch  of 
food-contact  surface — 0.003  milligram/ 
square  inch  when  extracted  to  equilib¬ 
rium  at  120°  F  with  food-simulating  sol¬ 
vents  appropriate  to  the  intended  condi¬ 
tions  of  use. 

(2)  In  the  case  of  single-use  articles 
having  a  volume  to  surface  ratio  of  less 
than  10  milliliters  per  square  inch  of 
food-contact  surface — 0.3  part  per  mil¬ 
lion  calculated  on  the  basis  of  the  volume 
of  the  container  when  extracted  to  equi¬ 
librium  at  120'  F  with  food-simulating 
solvents  appropriate  to  the  intended 
conditions  of  use. 

(3)  In  the  case  of  repeated-use  arti¬ 
cles — 0.003  milligram/square  inch  when 
extracted  at  a  time  equivalent  to  initial 
batch  usage  utilizing  food-simulating 


solvents  and  temperatures  appropriate 
to  the  intended  conditions  of  use. 

The  food-simulating  solvents  shall  in¬ 
clude,  where  applicable,  distilled  water, 
8  percent  or  50  percent  ethanol,  3  per¬ 
cent  acetic  acid,  and  either  n-heptane 
or  an  appropriate  oil  or  fat. 

(c)  Acrylonitrile  monomer  may  pre¬ 
sent  a  hazard  to  health  when  ingested. 
Accordingly,  any  food-contact  article 
containing  acrylonitrile  copolymers  or 
resins  that  yield  acrylonitrile  monomer 
in  excess  of  that  amount  provided  for  in 
paragraph  (b)  of  this  section  shall  be 
deemed  to  be  adulterated  in  violation  of 
section  402  of  the  act. 

PART  182— SUBSTANCES  GENERALLY 
RECOGNIZED  AS  SAFE 

Subpart  A— General  Provisions 

Sec. 

182.1  Substances  that  are  generally  rec¬ 
ognized  as  safe. 

182.10  Spices  and  other  natural  seasonings 
and  flavorings. 

182.20  Essential  oUs,  oleoresins  (solvent- 
free),  and  natxu'al  extractives 
(including  distillates). 

182.30  Natural  substances  used  in  con¬ 
junction  with  spices  and  other 
natural  seasonings  and  flavor¬ 
ings. 

182.40  Natural  extractives  (solvent-free) 
used  in  conjunction  with  spices, 
seasonings,  and  flavorings. 

182.50  Certain  other  spices,  seasonings,  es¬ 
sential  oils,  oleoresins,  and  nat¬ 
ural  extracts. 

182.60  Synthetic  flavoring  substances  and 
adjuvants. 

182.70  Substances  migrating  from  cotton 
fabrics  used  in  dry  food  packag¬ 
ing. 

182.90  Substances  migrating  to  food  from 
paper  and  paperboard  products. 
182.99  Adjuvants  for  j^tlcide  chemicals. 

Subpart  B — Multiple  Purpose  GRAS  Food 
Substances 

182.1005  Acetic  acid. 

182.1009  Adipic  acid. 

182.1033  Citric  acid. 

182.1045  Glutamic  acid. 

182.1047  Glutamic  acid  hydrochloride. 
182.1057  Hydrochloric  acid. 

182.1061  Lactic  acid. 

182.1069  Malic  acid. 

182.1073  Phosphoric  acid. 

182.1077  Potassium  acid  tartrate. 

182.1087  Sodium  acid  pyrophosphate. 
182.1091  Succinic  acid. 

182.1095  Sulfuric  acid. 

182.1099  Tartaric  acid. 

182.1125  Aluminum  sulfate. 

182.1127  Aluminum  ammonium  sulfate. 
182.1 129  Aluminum  potassium  sulfate. 
182.1131  Aluminum  sodium  sulfate. 

182.1135  Ammonium  bicarbonate. 

182.1137  Ammonium  carbonate. 

182.1139  Ammonium  hydroxide. 

182.1141  Ammonium  phosphate. 

182.1143  Ammonium  sulfate. 

182.1155  Bentonite. 

182.1165  Butane. 

182.1180  Caffeine. 

182.1191  Calcium  carbonate. 

182.1193  Calcium  chloride. 

182.1195  Calcium  citrate. 

182.1199  Calcium  gluconate. 

182.1205  Calcium  hydroxide. 

1 82 . 1 207  Calcium  lactate. 
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Sec. 

182.1210  Calcium  oxide. 

182.1217  Calcium  phosphate. 

182.1235  Caramel. 

182.1240  Carbon  dioxide. 

182.1275  Dextrans. 

182.1295  Ethyl  formate. 

182.1320  Oylcerin. 

182.1324  Glyceryl  monostearate. 

182.1355  Helium. 

182.1366  Hydrogen  peroxide. 

182.1400  Lecithin. 

182.1425  Magnesium  carbonate. 

182.1428  Magnesium  hydroxide. 

182.1431  Magnesium  oxide. 

182.1440  Magnesium  stearate. 

182.1480  Methylcellulose. 

182.1500  Monoammonium  glutamate. 
182.1516  Monopotassium  glutamate. 

182.1540  Nitrogen. 

182.1545  Nitrous  oxide. 

182.1585  Papain. 

182.1613  Potassium  bicarbonate. 

182.1619  Potassium  carbonate. 

182.1625  Potassium  citrate. 

182.1631  Potas.slum  hydroxide. 

182.1643  Pota-ssium  sulfate. 

182.1655  Propane. 

182.1666  Propylene  glycol. 

182.1685  Rennet. 

182.1711  Silica  aerogel. 

182.1721  Sodium  acetate. 

182.1736  Sodium  bicarbonate. 

182.1742  Sodium  carbonate. 

182.1745  Sodium  carboxymethylcellulose. 
182.1748  Sodium  caseinate. 

182.1751  Sodium  citrate. 

182.1763  Sodium  hydroxide. 

182.1775  Sodium  pectinate. 

182.1778  Sodium  phosphate. 

182.1781  Sodium  aluminum  phosphate. 
182.1792  Sodium  sesquicarbonate. 

182.1804  Sodium  potassium  tartrate. 
182.1810  Sodium  tripolyphosphate. 

182.1901  Trlacetln. 

182.1911  Trlethyl  citrate 
182.1973  Beeswax. 

182.1975  Bleached  beeswax. 

182.1978  Carnauba  wax. 

Subpart  C — Anticaking  Agents 
182.2122  Aluminum  calcium  silicate. 
182.2227  Calcium  silicate. 

182.2437  Magnesium  silicate. 

182.2727  Sodium  aluminosilicate. 

182.2729  Sodium  calcium  aluminosilicate, 
hydrated. 

182.1906  Trlcalclum  silicate. 

Subpart  D — Chemical  Preservatives 
182.3013  Ascorbic  acid. 

182.3025  Caprylic  acid. 

182.3041  Erythorbic  acid. 

182.3081  Propionic  acid. 

182.3089  Sorbic  acid. 

182.3109  Thlodlproplonic  acid. 

182.3149  Ascorbyl  palmltate. 

182.3169  Butylated  hydroxyanlsole. 

182  3173  Butylated  hydroxytoluene. 

182.3189  Calcium  ascorbate. 

182.3221  Calcium  propionate. 

182.3225  Calcium  sorbate. 

182.3280  Dllauryl  thlodiproplonate. 

182.3336  Gum  guaiac. 

182.3616  Potassium  blsuldte. 

182.3637  Potassium  metablsulflte. 

182.3640  Potassium  sorbate. 

182.3731  Sodium  ascorbate. 

182.3739  Sodium  bisulfite. 

182.3766  Sodium  metabisulfite. 

182.3784  Sodium  propionate. 

182.3795  Sodium  sorbate. 

182.3798  Sodium  sulfite. 

182.3845  Stannous  chloride. 

182.3862  Sulfur  dioxide. 

182.3890  Tocopherols. 


Subpart  E — Emulsifying  Agents 

182.4029  Cholic  acid. 

182.4037  Desoxychollc  arid. 

182.4053  Glycocholic  acid. 

182.4101  Dlacetyl  tartaric  acid  esters  of 
mono-  and  diglycerides  of  edible 
fats  or  oils,  or  edible  fat-forming 
fatty  acids. 

182.4105  Taurocholic  acid. 

182.4505  Mono-  and  dlglycerldes  of  edible 
fats  or  oils,  or  edible  fat-forming 
acids. 

182.4521  Monosodium  phosphate  derivatives 
of  mono-  and  dlglycerldes  of  edi¬ 
ble  fats  or  oils,  or  edible  fat- 
forming  fatty  acids. 

182.4560  Ox  bile  extract. 

182.4666  Propylene  glycol. 

Subpart  F — Nutrients  and  or  Dietary 
Supplements 

182.5013  Ascorbic  acid. 

182.5017  Aspartic  acid. 

182.5049  Aminoacetic  acid  (glycine). 

182.5065  Llnolelc  acid. 

182.5118  Alanine. 

182.5145  Arginine. 

182.5159  Biotin. 

182.5191  Calcium  carbonate. 

182.5195  Calcium  citrate. 

182.5201  Calcium  glycerophosphate. 

182.5210  Calcium  oxide. 

182.5212  Calcium  pantothenate. 

182.5217  Calcium  phosphate. 

182.5223  Calcium  pyrophosphate. 

182.5230  Calcium  sulfate. 

182.5245  Carotene. 

182.5250  Chcllnc  bltartrate. 

182.5252  Chcline  chloride. 

182.5260  Copper  gluconate. 

182.5265  Cuprous  iodide. 

182.5273  Cystine. 

182.5301  Ferric  phosphate. 

182.5304  Ferric  pyrophosphate. 

182.5306  Ferric  sodium  pyrophosphate. 

1 82 .5308  Ferrous  gluconate. 

182.5311  Ferrous  lactate. 

182.5315  Ferrous  sulfate. 

182.5861  Histidine. 

182.5370  Inositol. 

182.5375  Iron  reduced. 

182.5381  Isoleuclne. 

182.5406  Leucine. 

182.5411  Lysine. 

182.5431  Magnesium  oxide. 

182.5434  Magnesium  phosphate. 

182.5443  Idagnesium  sulfate. 

182.5446  Manganese  chloride. 

182.5419  Manganese  citrate. 

182.5452  Manganese  gluconate. 

182  .5455  Manganese  glycerophosphate. 
182.5458  Manganese  hypophosphlte. 

182.5461  Manganese  sulfate. 

182.5464  Manganous  oxide. 

182.5470  Mannitol. 

182.5475  Methionine. 

182.5477  Methionine  hydroxy  analog  and 
its  calcium  salts. 

182.5530  Niacin. 

182.5535  Niacinamide. 

182.5580  D-Pantothenyl  alcohol. 

182.5590  Phenylalanine. 

182.5622  Potassium  chloride. 

182.5628  Potassium  glycerophosphate. 
182.5634  Potassium  iodide. 

182.5650  Proline. 

182.5676  Pyrldoxlne  hydrochloride. 

182.5695  Blbofiavln. 

182.5697  Ribofiavin-5-phosphate. 

182.5701  Serine. 

182.5772  Sodium  pantothenate. 

182.5778  Sodium  pho^>hate. 

182.5875  Thiamine  hydrochloride. 

182.5878  Thiamine  mononitrate. 

182.5881  Threonine. 

182.5890  Tocopherols. 


Sec. 

182.5892  a-Tocopherol  acetate. 

182.5915  Tryptophane. 

182.5920  Tyrosine. 

182.5925  Valine. 

182.5930  Vitamin  A. 

182.5933  V'itamln  A  acetate. 

182.5936  Vitamin  A  palmltate. 

182.5945  Vltamlne  B,^. 

182.5950  Vitamin  D.. 

182.5953  Vitamin  D^ 

182.5985  Zinc  chloride. 

182.5988  Zinc  gluconate. 

182.5991  Zinc  oxide. 

188.5994  Zinc  stearate. 

182.5997  Zinc  sulfate. 

Subpart  G — Sequestrants 
182.6033  Citric  acid. 

182.6085  Sodium  acid  phosphate. 

182.6099  Tartaric  acid. 

182.6185  Calcium  acetate. 

182.6193  Calcium  chloride. 

182.6195  Calcium  citrate. 

182.6197  Calcium  dlacetate. 

182.6199  Calcium  gluconate. 

182.6203  Calcium  hexametaphosphate. 
182.6215  Monobasic  calcium  phosphate. 
182.6219  Calcium  phytate. 

182.6285  Dlpotasslum  phosphate. 

182.6290  Disodium  phosphate. 

182.6386  Isopropyl  citrate. 

182.6511  Monoisopropyl  citrate. 

182.6625  Potassium  citrate. 

182.6751  Sodium  citrate. 

182.6754  Sodium  dlacetate. 

182.6757  Sodium  gluconate. 

182.6760  Sodium  hexametaphosphate. 
182.67G9  Sodium  metapho-sphate. 

182.6778  Sodium  phosphate. 

182.6787  Sodium  pyrophosphate. 

182.6789  Tetra  sodium  pyrophosphate. 

182  6801  Sodium  tartrate. 

182.6804  Sodium  potassium  tartrate. 
182.6807  Sodium  thiosulfate. 

182  6810  Sodium  trlpol>-phosphate. 

182.6851  Stearyl  citrate. 

Subpart  H — Stabilizers 

182.7115  Agar-agar. 

182.7133  Ammonium  alginate. 

182.7187  Calcium  alginate. 

182.7255  Chondrus  extract. 

182.7610  Potassium  alginate. 

182.7724  Sodium  alginate. 

Authoritt;  Secs.  409,  701,  52  Stat.  1055- 
1056  as  amended.  72  Stat.  1785-1788  as 
amended  (21  U.S.C.  348.  371),  unless  other¬ 
wise  noted. 

Subpart  A — Seneral  Provisions 

§  182.1  Substances  that  arc  generally 
reeogiii/.ed  aK  wafe. 

(a)  It  is  impracticable  to  list  all  sub¬ 
stances  that  are  generally  recognized  as 
safe  for  their  Intended  use.  However,  by 
way  of  illustration,  the  Commissioner 
regards  such  common  food  ingredients  as 
salt,  pepper,  sugar,  vinegar,  baking  pow¬ 
der,  and  monosodium  glutamate  as  safe 
for  their  intended  use.  This  part  includes 
additional  substances  that,  when  used  for 
the  purposes  indicated,  in  accordance 
with  go^  manufacturing  practice,  are 
regarded  by  the  Commissioner  as  gen- 
eraly  recognized  as  safe  for  such  uses. 

(b)  For  the  purposes  of  this  section, 
good  manufacturing  practice  shall  be 
defined  to  include  the  following  restric¬ 
tions: 

(1)  The  qiumtity  of  a  substance  added 
to  food  does  not  exceed  the  amount  rea¬ 
sonably  required  to  accMnpllsh  its  in- 
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tended  physical,  nutritional,  or  other 
technical  effect  in  food;  and 

(2)  The  quantity  of  a  substance  that 
becomes  a  component  of  food  as  a  result 
of  its  use  in  the  manufacturing,  process¬ 
ing,  or  packaging  of  food,  and  which  is 
not  intended  to  accomplish  any  physical 
or  other  technical  effect  in  the  food  itself, 
shall  be  reduced  to  the  extent  reasonably 
possible. 

(3)  The  substance  is  of  appropriate 
food  grade  and  is  prepared  and  handled 
as  a  food  ingredient.  Upon  request  the 
Commissioner  will  offer  an  opinion, 
based  on  specifications  and  intended 
use,  as  to  whether  or  not  a  particular 
grrade  or  lot  of  the  substance  is  of  suit¬ 
able  purity  for  use  in  food  and  would 
generally  be  regarded  as  safe  for  the 
purpose  intended,  by  experts  qualified 
to  evaluate  its  safety. 

(c)  The  inclusion  of  substances  in  the 
list  of  nutrients  does  not  constitute  a 
finding  on  the  part  of  the  Department 


that  the  substance  is  useful  as  a  supple¬ 
ment  to  the  diet  for  humans. 

(d)  Substances  that  are  generally  rec¬ 
ognized  as  safe  for  their  intended  use 
within  the  meaning  of  section  409  of  the 
act  are  listed  in  this  part.  When  the  sta¬ 
tus  of  a  substance  has  been  reevaluated, 
it  will  be  deleted  from  this  part,  and  will 
be  issued  as  a  new  regulation  under  the 
appropriate  part,  e.g.,  “affirmed  as 
GRAS”  under  Part  184  or  186  of  this 
chapter;  “food  'additive  regulation” 
under  Parts  170  through  180  of  this 
chapter;  “interim  food  additive  regula¬ 
tion”  under  Part  180  of  this  chapter;  or 
“prohibited  from  use  in  food”  under  Part 
189  of  this  chapter. 

§  182.10  Spices  and  other  natural  sea- 
'  sonings  and  flavorings. 

Spices  and  other  natural  seasonings 
and  flavorings  that  are  generally 
recognized  as  safe  for  their  intended  use, 
within  the  meaning  of  section  409  of  the 
act,  are  as  follows: 


Voiumon  name 

Alfalfa  Ijerl)  aiid  SM'd . . . . 

AUspk-e. . . . . 

Ambrettc  seed . . 

Angelica . 

Angelica  root _ _ _ _ 

Angelica  seed . . . . . 

Angostura  (eusparia  bark) . 

Anise . 

Anise,  star . . . . 

~Halni  tleinon  balni) . 

Basil,  bush . . 

Basil,  sweet . . . 

Bav . . . 

Calendula . . . 

Camomile  (ehainoinile),  English  or  Koinan...' . 

("ainoniile  (ebaniomile),  German  or  Hungarian _ 

Capers . •. . 

('apsieuin . . . 

Caraway . 

Caraway,  black  (black  cumin) . 

C  ardamom  (cardamon ) . . . 

Cassia,  Chinese . 

Cassia,  Padang  or  Batavia . . . 

Cassia,  Saigon . . . . 

Cayenne  itepper . . 

Celery  se^ . 

Chervil . 

Chives . 

Cinnamon,  Ceylon . 

('innamon,  Chinese . . . . . 

Cinnamon,  Saigon . _ 

<  'lary  (clary  sage) . . 

Clover . 

Cloves . . . 

('oriander . 

Cumin  (cunuiiin) . . 

Cumin,  black  (black  ciiraway) . 

Elder  flowers . 

Fennel,  common . . . 

Fennel,  sweet  (linocehio,  Florence  fennel) . 

Fenugreek . 

Galaiifia  (galangal) . 

Gersuiium . . 

(linger. . 

Glyeyrrhira . 

<  iraiits  of  paradise . 

Horehound  (hoarhound) . 

Horsemdish . 

Hyssop . 

Lavender . . . 

Licorice . . . 

Linden  flowers . : _ _ 

Mace . 

Marigold,  pot.. . . . . . . 

Marjonhn,  pot . 

Marjoram,  sweet . .• . - . 

Mustard,  black  «•  brown . .’ . . . 

Mustard,  brown . . . 

Mustard,  white  or  yellow.. . 

Nutmeg . . . 

Oregano  (oreganum,  Mexican  oregano,  Mexican  sage, 

origan). 

Paprika . 

Paraey . ■. . 

Pepper,  black . 

Pepper,  cayenne . . . 

Pepper,  red . - . — . . 

Pepper,  white . — . 

Peppermint . . ..... . . 

Poppy  seed . . 

Pot  marigedd . . . . . . . . 

Pot  marjoram . . . . . . . 

Rosemary . . . 


Botanical  name  of  plant  source 
Medicago  saliva  L. 

Pimenta  officinalis  Lindl. 

Hibiscus  abelmoechus  L. 

Angelica  archangelica  L.  or  other  spp.  of  Angelica. 
Do. 

Do. 

Galipra  officinalis  Hancock. 

Pimpinella  anisum  L. 
lllicium  verum  Hook.  f. 

Melissa  officinalis  L. 

Ocimum  minimum  L. 

Ocimum  basilicum  L. 

Laurus  nobilis  L. 

Calendula  officinalis  L. 

Autbemis  nobilis  L. 

Matricaria  chamomilla  L. 

Capparis  spinosa  L. 

Capsicum  irutescens  L.  or  Capsicum  annuum  L. 
Carum  carvi  L. 

Nigella  sativa  L. 

Elettaria  cardamomum  Maton. 

Cinnamomum  cassia  Blume.  v 

Cimiamomum  buimanni  Blume.  ' 

Cinnam(nnum  looreirii  Nees. 

Capsicum  frutescens  L.  or  C^tsicum  annuum  L. 
Apiinn  graveolens  L. 

Anthriscus  cerefolium  (L.)  Hoffm. 

Allium  schoenoprasum  L. 

Cinnamomum  teylanicum  Nees. 

Cinnamomum  cassia  Blume. 

Cinnamomum  loureirii  Nees. 

Salvia  sclarea  L. 

Trifolium  spp. 

Eugenia  caryophyllata  Thunb. 

Coriandrum  sativum  L. 

Cuminum  cyminum  L. 

Nigella  sativa  L. 

Sambucus  canadensis  L. 

Foeniculum  vulgare  Mill.  ♦ 

Foeniculum  vulgare  Mill.  var.  duice  (DC.)  Alex. 
Trigonella  foenum^graecum  L. 

Alpinia  officinarumHance. 

Pelaigonium  spp. 

Zingiber  offlciiune  Rose. 

Glycyrrbisa  glabra  L.  and  other  spp.  of  Glyoyrrhita. 
Amomum  melegueta  Rose. 

Marrubium  vulgare  L. 

Amioracia  Imathifolia  Oilib. 

Hyssopus  officinalis  L. 

Lavandula  officinalis  Chaix. 

Glycyrrhisa  glabra  L.  and  other  spp.  of  Glycyrrhita. 
Tilla  spp. 

Msn-istica  fragn^  Houtt. 

Ctdendula  officinalis  L. 

Majorana  onites  (L.)  Benth. 

MaJorana  borten^  Moench. 

Brassica  nigra  (L.)  Koch. 

Brassica  juncea  (L.)  Coss. 

Brassica  birta  Moench. 

Myristica  ftagrans  H(mtt. 

Lippia  spp. 

Capsicum  annuum  L. 

Petroselinnm  ciispuui  (Mill.)  Mansf. . 

Piper  nigrum  L. 

Capsicum  Irutescens  L.  or  Capsicum  annum  L. 

Do. 

Piper  nigrum  L. 

Mentha  piperita  L. 

Papayer  somniferum  L. 

Calendula  officinalis  L. 

Majorana  onites  (L.)  Benth. 

Rosmarinus  officinalis  L. 
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OomMon  namf 

Rue . 

Saffron . . 

8a«e . 

8a|(e.  Greek . 

Savory,  summer . 

Savory,  winter . . . 

Sesame . 

Spearmint . . 

Siar  anise . . 

Tarradon . 

Thyme . . . 

Tliyine,  wild  or  avepiiid . 

Turmerie _ _ _ _ _ 

.\'aiiilla . 

ZtNloary . 


Pn'aKicttl  nenir  plan!  sourer 
Ruia  gravei  lens  L. 

('roeus  sativus  L. 

Salvia  officinalis  L.  • 

Salvia  trilot«  L. 

Satureia  taortensis  L.  (Satureja). 

Satureia  montana  L.  (Satureja). 

Sesamum  indirum  L#. 

Mentha  spicata  L. 

UUrium  verum  Hook.  f. 

Artemisia  draeuiirultis  L. 

Thymus  vuldaris  L. 

Thymus  serpylhini  L. 
t'ureuma  loiida  L. 

Vauilla  planifiilia  Andr.  rr  Vanilla  tahitensis  J.  W.  Moore, 
('un-uma  mloaria  Rose. 


§  182.20  Essenlial  oils,  oleorct>in(>  (M>lvont-fr<'o),  and  natural  exirartives  (including 
di.otillales). 

Essential  oils,  oleoresins  (solvent-free),  and  natural  extractives  (including  dis¬ 
tillates)  that  are  generally  recognized  as  safe  for  their  intended  use,  within  the 
meaning  of  section  409  of  the  act.  are  as  follows : 


Alfaira  . . 

•  Allspice . 

Almond,  biller  (fiw  from  prussic  ai-id) . 

Ainbrelte  (seetl) . . . . — . 

Aiidelirii  root  - - - - 

Angelica  seed... . . . . 

-VnRelica  stem - - - - , 

AtiKOStura  (cusparia  bark) . . 

Anise _ _ _ _ 

Asufetida . . . - . - 

Balm  (lemon  balm) . . . . 

Balsam  of  I’eru . . . 

Biusil . 

Buy  leaves - - - - , - 

Bay  (myreia  oil) . - . - . 

Berftamot  (Itergainol  orange) - - - 

Bitter  aimond  (free  from  prussic  acid) . . . 

Bois  de  rose . . . . . . 

Cacao . . . . . 

Camomile  (chamomile)  flowers,  Hutiearian . 

Camomile  (cliamomile)  flowers,  Roman  or  Englisli. 

CunniiRu . — . . . ; - 

('a|)Sicum . - . . . . 

Cantway . . . . . . . — 

Cardamom  seed  (cardamon) - - j. - 

Csirob  Iteait . .  . . - . . 

Carrot - - - - . . 

Cascurillu  biirk . . . 

Cassia  bark,  Chinese . . . . . . 

Custtia  bark.  Padang  or  Batavia - 

Cassia  bark,  Saigon . 

Celery  seed . . . . . . 

Cherry,  wild,  bark _ _ _ — . 

Chervil . 

Chicory . — . — . 

Cinnamon  bark,  Ceylon - - - - 

Cinnamon  l)ark,  Chinese . . . . . 

Cinnamon  bark,  Saigon . . 

Cinnamon  loaf,  Oylon . . . 

Cinnamon  leaf,  Chinese . . . . . 

Cinnamon  leaf,  Saigon . . . - 

Citronelln. - - - - 

Citrus  jteels . — . . . 

Clary  (clary  sage) - -  . - - 

Clove  bud.. . - . —  - - - 

Clove  leaf  . . — . . 

Clove  stem . . 

Clover . . . . - . — - - 

Coca  (decocaiuired) - - - 

Coffee - - - - - 

C-ola  nut . . 

Coriander - - 

Corn  silk - - - - 

Cumin  (cummin) . ^ . - . 

Curacao  orange  peel  (orange,  bitter  peat) - 

Cusparia  bark . 

Dandelion _ _ _ 

Dandelion  root - - - 

Dog  grttss  (quackgrass,  triticum) - 

Elder  flowers _ 

Estragole  (esdragol,  esdragon,  tarragon) - 

Estragon  (tarragon) _ _ _ 

Fennel,  sweet . — - . 

Femigreck - - - - 

Galanga  (galangal) . — - - - 

Geranium - - - - 

Geranium,  East  Indian _ 

Cieranium,  rose _ _ _ _ 

Ginger _ 

Glycsrrrliira . . . - - - 

Olycyrrhitiit,  ammoniated... _ _ _ 

Grapefruit - - - 

Guava _ _ 

Hickory  bark _ _ _ _ 

Ilorehouiid  (hoarbound) . . . 

Hops _ _ _ _ 

Horsemint . . . . 

Hyssop _ _ _ _ - 

Immortelle _ _ _ _ — — 


>!edicngo  sittivu  I.. 

Pinienta  ollicinalis  Limll. 

I*rumis  amyedalus  Batscli.  Prtmns  armeniaca  L.,  or  rrunns 
(tersieu  (L.)  Batsch. 

Hibiscus  moschatus  Mnench. 

Angelica  arcliangclica  L. 

i)o. 

Do. 

Galli'ea  olflcin.ilis  Hancock. 

Piuipinclla  anisum  L. 

Ferula  assa-foetida  L.  and  related  spp.  of  Ferula. 

Melissa  otiicinalis  L. 

Myroxylon  pereirae  Klotr.scli. 

Ucimuiii  Itasilicum  L. 

I.aurus  nobilis  I,. 

PimeiiUi  racemosa  (Mill.)  J.  W.  Moore. 

Citrus  aurantiiim  1,.  sulisp.  Itergamia  Wright  et  Am. 

Prunus  amygdalus  Batsch,  Prunus  amieniwa  L..  or  Pniniis 
ttersica  (L.'  Batwh. 

.kniba  rosaetalura  Ducke. 

Tlieobroma  cacao  I.. 

Matricaria  cbninojnilla  I-. 

Antbemis  nol>ilis  1,. 

t'unaiiga  iHlornta  I  look.  f.  and  Thoms. 

Ca|tsicuni  fnitcsteigi  L.  and  (  :<|i6icuni  iinnuum  I,. 

Caruni  carvi  I,. 

KIcttaria  curduninmum  Matoii. 

Ceratoiiia  silii|iia  L. 

Dauens  carota  I,. 

Croton  eluteriu  Bonn. 

Cinnamoimim  latssia  Blunie. 

Cinnamomum  burmanni  Bliime. 

Cinnanionium  loareirii  Nces. 

Apiuin  graveolcns  L. 

Prunus  serotina  Ehrh. 

Anthriscus  cerefoliura  (L.)  Hoffm. 

Cicitorium  intybus  L. 

Cinnamomum  zeylanicum  Nees. 

Cinnamomum  ettssia  Bliime. 

Ciiinamoinuni  lourcirii  Nees. 

Cinnamomum  zeylanicum  Nees. 

Cinnanionium  cassia  Blume. 

Cinnamomum  loureirii  Nees. 

Cymbo|>ogoiAardiis  Rcndle. 

Citrus  spp. 

Salvia  scliiren  I.. 

Eugenia  coryopliyllaia  Tbunb. 

Do. 

Do. 

Trilbliuni  st>p. 

Krytliroxylum  cdl-a  Lum.  and  other  spp.  of  Erythrosylum. 
Collea  spp. 

Cola  acuminata  Schott  and  Endl.,  and  other  spp.  of  Cola. 
Coriandnim  sativum  L. 

Zea  mays  L. 

('uminum  cyniinum  L. 

Citrus  aur.'intium  L. 

Galipi'a  officinalis  Hancock. 

Tara.\acum  officinale  Weber  and  T.  laevigatum  DC. 

Do. 

Agropyron  repens  (L.)  Boauv. 

Sambucus  canadensis  L.  and  S.  nigra  1-. 

Artemisia  dracunculus  L. 

Do. 

Foeiiiculuin  viilgare  Mill. 

Trigonella  fuenum-graecum  L. 

Alpinia  otricinarum  llaiice. 

Pelargonium  spp. 

Cymbo|i^on  martini  Stapf. 

Pelargonium  graveolens  L'ller. 

Zingiber  officinale  Roac. 

Glycyrrhiza  glabra  L.  and  other  spp.  of  OlycyTTldsa. 

Do. 

Citrus  paradisi  Macf. 

I*sidinm  spp. 

Carya  spp. 

Marrubiuin  vulgare  L. 

Iluinnlus  Inpulus  L. 

Monarda  punctata  L. 
lly.ssopus  officinalis  L. 

Helichrysum  augustifolium  DC. 
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Common  name 

Jasmin*' - - - - 

Juniper  (ijerries) . 

Kola  nut . - . 

Laiuel  berries . . - . 

Laurel  leaves . 

Lavender . 

Lavender,  spike . 

L.avandin . . 

Lemon . . . 

Lemon  balm  (see  balm). 

Lemon  grass . 

Lemon  peel . 

Li(MHice.. . 

Lime . - . 

Linden  (lowers . 

Locust  bean  .■ . 

Lupulin . - . 

Mace . - . . . . 

Malt  (extract) . 

Mandarin . 

Marjoram,  sweet . 

Mat6 . 

Melissa  (see  babn). 

Menthol . 

Menthyl  acetate . 

MolassM  (extract) . 

Mustard . 

Narin^in . 

Neroli,  bigarade . 

Nutmeg . - . 

Onion . . 

Orange,  bitter,  flowers . 

Orange,  bitter,  peel . 

Orange  leaf . - . 

Orange,  sweet . . . . 

Orange,  sweet,  flowers . . 

Orange,  sweet,  peel . . . 

Origanum _ _ _ 

I’almarosa _ _ _ 

I’aprika. . - . . 

Parsley . i . . . 

Pepper,  black... - - 

Pepper,  white .  .. 

Peppermint... _ _ ... 

Peruvian  balsam . . 

Pctitgrain . . 

Petiti^ain  lemon _ 

Petitgrain  mandarin  or  tangerine. 

Pimenta _ 

Pimenta  leaf _ _ 

Pipsissewa  leaves - - 

Pomegranate - - 

Prickly  ash  bark . _ . 

Rose  aljsolute . . . 

Rose  (otto  of  roses,  attar  of  roses) 

Rose  bu<ls _ 

Rose  flowers . . . . 

Rose  fruit  (hips) . . . 

Rose  geraniimi . . 

Rose  leaves . 

Rosemary . 

SalTron. . . . . 

Sage . 

Sage,  Greek . 

Sage,  Spanish . . . 

St.  John’s  bread . . . 

Savory,  summer . . 

Savory,  winter . 

Schinus  moUe . 

Sloe  l)erries  (blackthorn  l)erries). 

Sp^mint.. . . . 

Spike  lavender . . . 

Tamarind . 

Tangerine . 

Tannic  acid . 

Tarragon . 

Tea . 

Thyme . . . . . 

’Thj-me,  white. . : . 

Thyme,  wild  or  creeping. . 

Triticum  (see  dog  grass). 

'Tulterose.. . 

Turmeric . 

Vanilla. . . . . . 

Violet  flowers... . . . 

Violet  leaves . 

Violet  leaves  absolute . 

Wild  cherry  bark . . . 

Ylang-ylang . 

Zedoary  bark . 


liolanieal  name  0/  plant  touru 
Jasminum  ollicinale  L.  and  other  spp.  of  Jaiminum. 
Juniperus  communis  L. 

t'ola  acuminata  Schott  and  Endl.,  and  other  spp.  of  Cola. 
Laurus  nobilis  L. 

Laurus  spp. 

Lavandula  officinalis  Chaix. 

Lavandula  latifolia  Vill. 

Hybrids  between  Lavandula  oflicinalis  Chaix  and  Lavandula 
latifoliii  V’ill. 

Citrus  limon  (L.)  Burm.  f. 

Cymbopogon  citratus  DC.  and  Cymbopogon  lexuosus  Stapf. 
Citrus  limon  (L.)  Burm.  f. 

Ulycyrrhixa  glabra  L.  and  other  spp.  of  Olycyrrhixa. 

Citrus  aurantifolia  Swingle. 

Tilia  supp. 

Ceraloma  siliqua  L, 

Humulus  lupulus  L. 

Myristiea  fragrans  Hoult . 

Hordeum  vulgare  L.,  or  other  grains. 

Citrus  reticul^  Blanco. 

Majorana  hortensis  Moench. 

Ilex  paragtiariensis  St.  Hil. 

Menllia  supp. 

Do. 

Saccarum  oflicinarum  L. 

Brassica  spp. 

Citrus  paradisi  Macf. 

Citrus  aurantiuin  L. 

Myristiea  fragrans  Iloutt. 

Allium  eepa  L. 

Citrus  aurantium  L. 

Do. 

Citrus  sinensis  (L.)  Oslieck. 

Do. 

Do. 

Do. 

Origanum  spp. 

Cymbopogon  martini  Stapf. 

Capsicum  annuum  L. 

Vetrueelinum  erfspum  (Mill.)  Mansf. 

Piper  nicrum  L. 

.Do. 

Mentha  pi|ierita  L. 

Myroxylon  [lereirae  Klotrsch. 

Citrus  aurantium  L. 

Citnis  limon  (L.)  Burm.  f. 

Citrus  reticulata  Blanco. 

Pimenta  oflicinalis  Lindl. 

Primenta  oflicinalis  Lindl. 

('himaphila  umbellata  Nutt. 

Punica  granatum  L. 

Xanthoxylum  (or  Zanthoxylum)  Americaiiuiu  Mill,  or  Xan- 
thoxyliim  clava-herculis  L. 

Rosa  alba  L..  Rosii  centifolia  L.,  Rosa  damascena  Mill.,  Rosa 
gtdiica  L.,  and  vars.  of  these  spp. 

1)0. 

Do. 

1)0. 

Do. 

Pelargonium  gmveolens  L’ller. 

Rosa  spp. 

Kosmairinus  officinalis  L. 

Crocus  sativus  L. 

Salvia  oflicinalis  L. 

Salvia  triloba  L. 

Salvia  lavandulaefolia  Vahl. 

Ceratonia  siliqua  L. 

Satureia  hortensU  L. 

Satureia  montana  L. 

Schinus  molle  L. 

Prunus  spinosa  L. 

Mentha  spicata  L. 

Lavandula  latifolia  Vill. 

Tamarindus  indica  L. 

Citrus  reticulata  Blanoo. 

Nulgalls  of  Quereus  infectoria  Oliver  and  related  spp.  of 
Qurreus.  AIm  in  many  other  plants. 

Artemisia  dracunculus  L. 

Thea  sinensis  L. 

Thymus  vulgaris  L.  and  Thymus  sygis  var.  gracilis  Boiss. 
Do. 

Thymus  serpylluin  L. 

Polianthes  tuberosa  L. 

Cun'uma  longa  L. 

Vanilla  planifolia  Andr.  or  Vanilla  talutensis  J.  W'.  >toore. 
Viola  odorata  L. 

Do. 

Do. 

Prunus  serotina  Ehrb. 

Cananga  odorata  Hook.  f.  and  Thoms. 

Cureunia  zedoaria  Rose. 


§  182.30  Natural  substances  used  in  conjunction  with  spices  and  other  natural  sea¬ 
soning's  and  flavorings. 

Natural  substances  used  in  conJunctifHi  with  spices  suid  other  natural  seasonings 
and  flavorings  that  are  generally  recognized  as  safe  for  their  intended  use,  within 
the  meaning  of  section  409  of  the  act,  are  as  follows; 

Common  name  Botanical  name  qf  plant  touree 

Algae,  Irrown  (kelp) . . . . .  Laminaria  spp.  and  Nereocystis  spp. 

Algae,  red-..- . . .  Porphyra  spp.  and  Rhodymenia  pumafa  (L.)  Orev. 

Dulse . . . . . .  Rhodymenia  palmata  (L.) 
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§  182.40  Natural  extracli%rs  (solvent-free)  used  in  conjunction  with  spices,  season¬ 
ings,  and  flavorings. 

Natural  extractives  (solvent-free)  used  In  conjunction  with  spices,  seasonings, 
and  flavorings  that  are  generally  recognized  as  safe  for  their  intended  use,  within 
the  meaning  of  section  409  of  the  act,  are  as  follows: 

Common  namt  Botanieai  name  plant  aouree 

Algae,  brown .  Lsminaris  »pp.  and  Nereocystis  spp. 

Aljiap,  red . . . . .  Porphyra  spp.  and  Rhodynienia  p^mata  (L.)  Orev. 

Apricot  kernel  (persic  oil) .  Prunus  armeniara  L. 

Dulse . .  Rhodymenia  palmata  (L.)  Orev. 

Kelp  (see  algae,  brown). 

Peach  kernel  (persic  oil) .  Prunus  persica  Sieb.  et  Zucc. 

Peanut  stearine .  Arachis  hypogaea  L. 

Persic  oil  (see  apricot  kernel  and  peach  kernel). 

Quince  seed . . .  Cydonia  oblonga  Miller. 

§  182.50  Certain  other  spices,  seasonings,  essential  oils,  oleoresins,  and  natural 
extracts. 

Certain  other  spices,  seasemings,  essential  oils,  oleoresins,  and  natural  extracts 
that  are  generally  recognized  as  safe  for  their  intended  use,  within  the  meaning  of 
section  409  of  the  act,  are  as  follows : 


Common  name  Derication 

Ambergris .  Physeter  macrocephalus  L. 

Castoreum .  Castor  fiber  L.  and  C.  canadensis  Kuhl. 

Civet  (zibeth,  tlbet,  tibetum) . .  Civet  cats,  Viverra  civetta  Schreber  and  Viverra  zibetha 

Schreber. 

Cogiuw  oil,white  and  green .  Ethyl  oenanthate,  so-called. 

Musk  (Tonquin  musk) . . .  Musk  deer,  .Moschus  moschiferus  L. 


§  182.60  Synthetic  flavoring  substancett 
and  adjuvants. 

Synthetic  flavoring  substances  and 
adjuvants  that  are  generally  recognized 
as  safe  for  their  intended  use,  within  the 
meaning  of  section  409  of  the  act,  are 
as  follows: 

Acetaldehyde  (ethansl) . 

Acetoln  (acetyl  methylcarblnol). 

Aconltlc  aetd  (equlsetlc  acid,  cltrldlc  acid 
acblllelc  acid). 

Anethole  (parapropenyl  anlsole). 
Benzaldehyde  (benzoic  aldehyde). 
iV-Butyrlc  acid  (butanoic  acid), 
d-  or  l-Carvone  (carvol). 

Clnnamaldebyde  (cinnamic  aldehyde). 

CltriU  (2,6-dlmethyloctadlen-2.6-a{-8,  gera- 
nUU,  neral). 

Decanal  (N-decylaldehyde,  capraldehyde, 
caprlc  aldehyde,  caprinaldehyde,  aldehyde 
C-10). 

Dlacetyl  (2,3-butandelone) . 

Ethyl  acetate. 

Ethyl  butyrate. 

3-Methyl-3-phenyl  glycldlc  acid  ethyl  ester 
(ethyl-methyl-phenyl-glycldate,  so-called 
strawberry  aldehyde,  C-16  aldehyde). 
Ethyl  vanUlln. 

Eugenol. 

Oeranlol  (3,7-dlmethyl-2,6  and  3.6-octadlen- 
l-ol) . 

Oeranyl  acetate  (geranlol  acetate). 

Olycerol  (glyceryl)  tributyrate  (trlbutyrln, 
butyrln) . 

Limonene  (d-,  I-,  and  dl-) . 

Unalool  (Unalol,  3,7-dlmethyl-l,6-octadlen- 
3-01). 

Llnalyl  acetate  (bergamol). 

1-Mallc  acid. 

Methyl  anthranllate  (methyl-2-amlnoben- 
zoate). 

Plperonal  ( 3.4-methylenedloxy-benzaldehyde. 

hellotropln) . 

Vanillin. 

§  182.70  Substances  migrating  from  cot¬ 
ton  and  cotton  fabrics  used  in  dry 
food  packaging. 

Substances  migrating  to  food  from 
cotton  and  cottem  fabrics  used  in  dry 
food  packaging  that  are  generally  recog¬ 
nized  as  safe  for  their  intended  use. 
within  the  meaning  of  section  409  of  the 
act.  are  as  follows: 


Acetic  acid. 

Beef  tallow. 

Calcium  chlwlde. 

Carboxymetbylcelluloae. 

Coconut  oU,  refined. 

Corn  dextrin. 

Cornstarch. 

Fish  oil  (hydrogenated) . 

Gelatin. 

Hydrogen  peroxide. 

Japan  wax. 

Lard. 

Lard  oil. 

Lecithin  (vegetable).  • 

Oleic  acid. 

Peanut  oU. 

Potato  starch. 

Sodium  acetate. 

Sodium  bicarbonate. 

Sodium  carbonate. 

Sodium  chloride. 

Sodium  hydroxide. 

Sodium  sulfate. 

Sodium  slUcate. 

Sodium  trlpolypbosphate. 

Sorbose. 

Soybean  oil  (hydrogenated) . 

Stearic  acid. 

Talc. 

Tall  oil. 

Tallow  (hydrogenated). 

Tallow  Hakes. 

Tapioca  starch. 

Tartaric  acid. 

Tetrasodlum  pyrophosphate. 

Urea. 

Wheat  starch. 

Zinc  chloride. 

§  182.90  Substances  migrating  to  food 
from  paper  and  paperboard  products. 

Substances  migrating  to  food  from 
paper  and  paperboard  products  used  in 
food  packaging  that  are  generally  recog¬ 
nized  as  safe  for  their  intended  use. 
within  the  meaning  of  sectiem  409  of  the 
act,  are  as  follows: 

Acetic  acid. 

Alum  (double  sulfate  of  alumlmun  and 
ammonium  potassium,  or  sodium) . 
Aluminum  hydroxide. 

Aluminum  oleate. 

Aluminum  palmltate. 

Ammonium  chloride. 

Ammonium  hydroxide. 


Calcium  chloride. 

Calcium  hydroxide  (lime). 

Calcium  sulfate. 

Casein. 

Cellulose  acetate. 

Clay  (kaolin). 

Copper  sulfate. 

Cornstarch. 

Corn  sugar  (sirup). 

Dextrin. 

Diatomaceous  earth  filler. 

Ethyl  cellulose. 

Ethyl  vanUim. 

Ferric  sulfate. 

Ferrous  sulfate. 

Formic  acid  or  sodium  salt. 

Glycerin. 

Invert  sugar. 

Iron,  reduced. 

Magnesium  carbonate. 

Magnesium  chloride. 

Magnesium  hydroxide. 

Magnesium  sulfate. 

Methyl  and  ethyl  acrylate. 

Mono-  and  dlgylcerldes  from  glycerolysls  of 
edible  fats  and  oils. 

Oleic  acid. 

Oxides  of  Iron. 

Potassium  sorbate. 

Propionic  acid. 

Propylene  glycol. 

Silicon  dioxides. 

Soap  (sodium  oleate,  sodium  palmltate) . 
Sodium  alumlnate. 

Sodium  carbonate. 

Sodium  chloride. 

Sodium  bexametaphosphate. 

Sodium  hydrosulfite. 

Sodium  hydroxide. 

Sodium  phosphoalumlnate. 

Sodium  silicate. 

Sodium  sorbate. 

Sodium  sulfate. 

Sodium  thiosulfate  (additive  In  salt). 
Sodium  tripolyphosphate. 

Sorbitol. 

Soy  protein.  Isolated. 

Sulfamic  acid. 

Sulfuric  acid. 

Starch,  acid  modified. 

Starch,  pregelatinized. 

Starch,  unmodified. 

Sucrose. 

Talc. 

Urea. 

Vanillin. 

Zinc  hydrosulfite. 

Zinc  sulfate. 

§  182.99  Adjuvants  for  pesticide  chem¬ 
icals. 

Adjuvants,  identified  and  used  in  ac¬ 
cordance  with  40  CFR  180.1001  (c)  and 
(d).  which  are  added  to  pesticide  use 
dilutions  by  a  grower  or  applicator  prior 
to  application  to  the  raw  agricultural 
commodity,  are  exempt  from  the  re¬ 
quirement  of  tolerances  under  section 
409  of  the  act. 

(Sec.  400,  72  Stat.  1786;  21  U.S.C.  348.) 

Subpart  B-— Multiple  Purpose  GRAS  Food 
Substances 

§  182.1005  Acetic  acid. 

(a)  Product.  Acetic  acid. 

(b)  Conditions  of  use.  This  substance 
is  generally  recognized  as  safe  when  used 
in  accordance  with  good  manufacturing 
practice. 

§  182.1009  Adipic  acid. 

(a)  Product.  Adipic  acid. 

(b)  (Reserved! 

(c)  Limitations,  restrictions,  or  ex- 
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In  accordance  with  good  manufacturing 
practice. 

§  182.1095  Sulfuric  acid. 

(a)  Product.  Sulfuric  acid. 

(b)  Conditions  of  use.  This  substance 
is  generally  recognized  as  safe  when  used 
in  accordance  with  good  manufacturing 
practice. 

§  182.1099  Tartaric  acid. 

(a)  Product.  Tartaric  acid. 

(b)  Conditions  of  use.  This  substance 
is  generally  recognized  as  safe  when  used 
in  accordance  with  good  manufacturing 
practice. 

§  182.1125  Aluminum  sulfate. 

(a)  Product.  Aliuninum  sulfate. 

(b)  Conditions  of  use.  This  substance 
is  generally  recognized  as  safe  when  used 
in  accordance  with  good  manufacturing 
practice. 

§  182.1127  Aluminum  ammonium  sul> 
fate. 

(a)  Product.  Aluminum  ammonium 
sulfate. 

(b)  Conditions  of  use.  This  substance 
is  generally  recognized  as  safe  when  used 
in  accordance  with  good  manufacturing 
practice. 

§  182.1129  Aluminum  potassium  sul* 
fate. 

iu)  Product.  Alvunlnum  potassltun  sul* 
fate. 

(b)  Conditions  of  use.  This  substence 
Is  generally  recognized  as  safe  when  used 
in  accordance  with  good  manufacturing 
practice. 

§182.1131  Aluminum  sodium  sulfate. 

(a)  Product.  Aluminum  sodium  sul¬ 
fate. 

(b)  Conditions  of  use.  This  substance 
is  generally  recognized  as  safe  when  used 
In  accordance  with  good  manufacturing 
practice. 

§  182.1135  Ammonium  bicarbonate. 


§  182.1143  Ammonium  sulfate. 

(a)  Product.  Ammonium  sulfate. 

(b)  Conditions  of  use.  This  substance 
Is  generally  recognized  as  safe  when  used 
in  accordance  with  good  manufacturing 
practice. 

§  182.1155  Bentonite. 

(a)  Product.  Bentonite. 

(b)  Conditions  of  xise.  This  substance 
is  generally  recognized  as  safe  when  used 
in  accordance  with  good  manufacturing 
practice. 

§  182.1165  Butane. 

(a)  Product.  Butane. 

(b)  Conditions  of  use.  This  substance 
is  generally  recogni^  as  safe  when  used 
in  accOTdance  with  good  manufacturing 
practice. 

§  182.1180  Caffeine. 

(a)  Product.  Caffeine. 

(b)  Tolerance.  0.02  percent. 

(c)  Limitations,  restrictions,  or  ex¬ 
planation.  This  substance  is  generally 
recognized  as  safe  when  used  in  cola-type 
beverages  in  accordance  with  go^ 
manufactiming  practice. 

§182.1191  Calcium  carbonate. 

(a)  Product.  Calcium  carbonate. 

(b)  Conditions  of  use.  This  substance 
is  generally  recognized  as  safe  when  used 
in  accordance  with  good  manufacturing 
practice. 

§182.1193  Calcium  chloride. 

(a)  Product.  Calcium  chloride. 

(b)  Conditions  of  use.  This  substance 
is  generally  recognized  as  safe  when 
used  in  accordance  with  good  manu¬ 
facturing  practice. 

§182.1195  Calcium  citrate. 

(a)  Product.  Calcium  citrate. 

(b)  Conditions  of  use.  This  substance 
is  generally  recognized  as  safe  when 
used  in  accordance  with  good  manufac¬ 
turing  practice. 


planation.  This  substance  is  generally 
recognized  as  safe  when  used  as  a  buffer 
and  neutralizing  agent  in  accordance 
with  good  manufacturing  practice. 

§  182.1033  Citric  acid. 

(a)  Product.  Citric  acid. 

(b)  Conditions  of  use.  This  substance 
is  generally  recognized  as  safe  when  used 
in  accordance  with  good  manufacturing 
practice. 

§  182.1045  Glutamic  acid. 

(a)  Product.  Glutamic  acid. 

(b)  [Reserved] 

(c)  Limitations,  restrictions,  or  ex¬ 
planation.  This  substance  is  generally 
recognized  as  safe  when  used  as  a  salt 
substitute  in  accordance  with  good  man¬ 
ufacturing  practice. 

§  182.1047  Glutamic  acid  hydrochloride. 

(a)  Product.  Glutamic  acid  hydro¬ 
chloride. 

(b)  [Reserved] 

(c)  Limitations,  restrictions,  or  expla¬ 
nation.  This  substance  is  generally  rec¬ 
ognized  as  safe  when  used  as  a  salt  sub¬ 
stitute  in  accordance  with  good  manu¬ 
facturing  practice. 

§  182.1057  Hydrochloric  acid. 

(a)  Product.  Hydrochloric  acid. 

(b)  [Reserved] 

(c)  Limitations,  restrictions,  or  expla¬ 
nation.  This  substance  is  generally  rec¬ 
ognized  as  safe  when  used  as  a  buffer 
and  neutralizing  agent  in  accordance 
with  good  manufacturing  practice. 

§  182.1061  Lactic  acid. 

(a)  Product.  Lactic  acid. 

(b)  Conditions  of  use.  This  substance 
is  generally  recognized  as  safe  when  used 
in  accordance  with  good  manufacturing 
practice. 

§  182.1069  Malic  acid. 

(a)  Product.  Malic  acid. 

(b)  Conditions  of  use.  This  substance 
is  generally  recognized  as  safe  when  used 
in  accordance  with  good  manufacturing 
practice. 

§  182.1073  Phosphoric  acid. 

(a)  Product.  Phosphoric  acid. 

(b)  Conditions  of  use.  This  substance 
is  generally  recognized  as  safe  when  used 
in  accordance  with  good  manufacturing 
practice. 

§  182.1077  Potassium  acid  tartrate. 

(a)  Product.  Potassium  acid  tartrate. 

(b)  Conditions  of  use.  This  substance 
is  generally  recognized  as  safe  when  used 
in  accordance  with  good  manufacturing 
practice. 

§  182.1087  Sodium  acid  pyrophosphate. 

(a)  Product.  Sodium  acid  pyrophos- 
l^ate. 

(b)  Conditions  of  use.  This  substance 
is  generally  recognized  as  safe  when  used 
in  accordance  with  good  manufacturing 
practice. 

§  182.1091  Succinic  acid. 

(a)  Product.  Succinic  acid. 

(b)  Conditions  of  use.  This  substance 
is  generally  recogni^d  as  safe  when  tised 


(a)  Product.  Anunonium  bicarbonate. 

(b)  Conditions  of  use.  This  substance 
is  generally  recognized  as  safe  when  used 
in  accordance  with  good  manufacturing 
practice. 

§  182.1137  Ammonium  carbonate. 

(a)  Product.  Ammonium  carbonate. 

(b]  Conditions  of  use.  This  substance 
is  generally  recognized  as  safe  when  used 
in  accordance  with  good  manufacturing 
practice. 

§  182.1139  Ammonium  hydroxide. 

(a)  Product.  Ammonium  hydroxide. 

(b)  Conditions  of  use.  This  substance 
is  generally  recognized  as  safe  when  used 
in  accordance  with  good  manufacturing 
practice. 

§182.1141  Ammonium  phosphate. 

(a)  Product.  Ammonium  phosphate 
(mono-  and  dibasic) . 

(b)  Conditions  of  use.  This  substance 
is  generally  recognized  as  safe  when  used 
in  accordance  with  good  manufacturing 
practice. 


§  182.1199  Calcium  gluconate. 

(a)  Product.  Calcium  gluconate. 

(b)  Conditions  of  use.  This  substance 
is  generally  recognized  as  safe  when 
used  in  accordance  with  good  mantifac- 
turing  practice. 

§  182.1205  Calcium  hydroxide. 

(a)  Product.  Calcium  hydroxide. 

(b)  Conditions  of  use.  This  substance 
is  generally  recognized  as  safe  when 
used  in  accordance  with  good  manu¬ 
facturing  practice. 

§  182.1207  Calcium  lactate. 

(a)  Product.  Calcium  lactate. 

(b)  Conditions  of  use.  This  substance 
is  generally  recognized  as  safe  when  used 
in  accordance  with  good  manufacturing 
practice. 

§182.1210  Calcium  oxide. 

(a)  Product.  Calcium  oxide. 

(b)  Conditions  of  use.  This  substance 
is  generally  recognized  as  safe  when  used 
in  accordance  with  good  manufacturing 
practice. 
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§  182.1217  Calcium  phosphate. 

(a)  Product.  Calcium  phosphate 
(mono-,  dl-,  and  trlbaslc). 

(b)  Conditions  of  use.  Tills  substance 
Is  generally  recognized  as  safe  when  used 
In  accordance  with  good  manufacturing 
practice. 

§  182.1235  Caramel. 

(a)  Product.  Caramel. 

(b)  Conditions  of  use.  This  substance 
is  generally  recognized  as  safe  when  used 
in  accordance  with  good  manufacturing 
practice. 

§  182.1240  Carbon  dioxide. 

(a)  Product.  Carbon  dioxide. 

(b)  Conditions  of  use.  This  substance 
is  generally  recognized  as  safe  when 
used  in  accordance  with  good  manufac¬ 
turing  practice. 

§  182.1275  Dextrans. 

(a)  Product.  Dextrans  of  average  mo¬ 
lecular  weight  below  100,000. 

(b)  Conditions  of  use.  This  substance 
is  generally  recognized  as  safe  when  used 
in  accordance  with  good  manufacturing 
practice. 

§  182.1295  Ethyl  formate. 

(a)  Product.  Ethyl  formate. 

(b)  Tolerance.  0.0015  percent. 

(c)  Limitations,  restrictions,  or  expla¬ 
nation.  This  substance  is  generally  rec¬ 
ognized  as  safe  when  tised  as  fumigant 
for  cashew  nuts  in  accordance  with  good 
manufacturing  practice. 

§  182.1320  Glycerin. 

(a)  Product.  Glycerin. 

(b)  Conditions  of  use.  This  substance 
is  generally  recognized  as  safe  when 
used  in  accordance  with  good  manufac¬ 
turing  practice. 

§  182.1324  Glyceryl  monostearate. 

(a)  Product.  Glyceryly  monostearate. 

(b)  Conditions  of  use.  This  substance 
is  generally  recognized  as  safe  when  used 
in  accordance  with  good  manufacturing 
practice. 

§  182.1355  Helium. 

(a)  Product.  Helium. 

(b)  Conditions  of  use.  This  substance 
is  generally  recognized  as  safe  when  used 
in  accordance  with  good  manufacturing 
practice. 

§  182.1366  Hydrogen  peroxide. 

(a)  Product.  Hydrogen  peroxide. 

(b)  [Reserved] 

(c)  Limitations,  restrictions,  or  ex¬ 
planation.  This  substance  is  generally 
recognized  as  safe  when  used  as  a  Ueach- 
ing  agent  in  accordance  with  good  manu¬ 
facturing  practice. 

§  182.1400  Lecithin. 

(a)  Product.  Lecithin. 

(b)  Conditions  of  use.  This  substance 
is  generally  recognized  as  safe  when  used 
in  accordance  with  good  manufacturing 
practice. 

§  182.1425  Magnesium  carbonate. 

(a)  Product.  Magnesium  carbonate. 


<b)  Conditions  of  use.  This  substance 
is  generally -recognized  as  safe  when  used 
in  accordaTice  with  good  manufacturing 
practice. 

§  182.1428  Magnesium  hydroxide. 

(a)  Product.  Magnesiiun  hydroxide. 

(b)  Conditions  of  use.  This  substance 
is  generally  recognized  as  safe  when  used 
in  accordance  with  good  manufacturing 
practice. 

§  182.1431  Magnesium  oxide. 

(a)  Product.  Magnesiuih  oxide. 

(b)  Conditions  of  use.  This  substance 
is  generally  recognized  as  safe  when  used 
in  accordance  with  good  manufacturing 
practice. 

§  182.1440  Magnesium  stearate. 

(a)  Product.  Magnesium  stearate. 

(b)  [Reserved] 

(c)  Limitations,  restrictions,  or  ex¬ 
planation.  This  substance  is  generally 
recognized  as  safe  when  used  as  migra¬ 
tory  substance  from  packaging  materials 
when  used  as  a  stabilizer  in  accordance 
with  good  manufacturing  practice. 

§  182.1480  Methyleellulose. 

(a)  Product.  U.S.P.  methyleellulose, 
except  that  the  methoxy  content  shall 
not  be  less  than  27.5  percent  and  not 
more  than  31.5  percent  on  a  dry-weight 
basis. 

(b)  Conditions  of  use.  This  substance 
is  generally  recognized  as  safe  when  used 
in  accordance  with  good  manufacturing 
practice. 

§  182.1500  Monoammonium  glutamate. 

(a)  Product.  _Monoammonium  gluta¬ 
mate. 

(b)  Conditions  of  use.  This  substance 
is  generally  recognized  as  safe  when  used 
in  accordance  with  good  manufacturing 
practice. 

§  182.1516  Monopotassium  glutamate. 

(a)  Product.  Monopotassium  gluta¬ 
mate. 

(b)  Conditions  of  use.  This  substance 
is  generally  recogni^d  as  safe  when  used 
in  accordance  with  good  manufacturing 
practice. 

§  182.1540  Nitrogen. 

(a)  Product.  Nitrogen. 

(b)  Conditions  of  use.  This  substance 
is  generally  recognized  as  safe  when  used 
in  accordance  with  good  manufacturing 
practice. 

§  182.1545  Nitrous  oxide. 

(a)  Product.  Nitrous  oxide. 

(b)  [Reserved] 

(c)  Limitations,  restrictions,  or  expla¬ 
nation.  This  substance  is  generally  recog¬ 
nized  as  safe  when  used  as  a  propellant 
for  certain  dairy  and  vegetable-fat  top¬ 
pings  in  pressurl^  containers  in  accord¬ 
ance  with  good  manufacturing  practice. 

§  182.1585  Papain. 

(a)  Product.  Pt^pain. 

(b)  Conditions  of  use.  This  substance 
is  generally  recognized  as  safe  when  used 
in  accordance  with  good  manufacturing 
practice. 


§  182.1613  Potassium  bicarbonate. 

(a)  Product.  Potassium  bicarbmiate. 

(b)  Conditions  of  use.  This  substance 
is  generally  recognized  as  safe  when  used 
in  accordance  with  good  manufacturing 
practice. 

§  182.1619  Potassium  carbonate. 

(a)  Product.  Potassium  carbonate. 

(b)  Conditions' of  use.  This  substance 
is  generally  recognized  as  safe  when  used 
in  accordance  with  good  manufacturing 
practice. 

§  182.1625  Potassium  citrate. 

(a)  Product.  Potassium  citrate. 

(b)  Conditions  of  use.  This  substance 
is  generally  recognized  as  safe  when  used 
in  accordance  with  good  manufacturing 
practice. 

§  182.1631  Potassium  hydroxide. 

(a)  Product.  Potassium  hydroxide. 

(b)  Conditions  of  use.  This  substance 
is  generally  recognized  as  safe  when  used 
in  accordance  with  good  manufacturing 
practice. 

§  182.1643  Potassium  sulfate. 

(a>  Product.  Potassium  sulfate. 

(b)  Conditions  of  use.  This  substance 
is  generally -recognized  as  safe  when  used 
in  accordance  with  good  manufacturing 
practice. 

§  182.1655  Propane.  . 

(a)  Product.  Propane. 

(b)  Conditions  of  use.  This  substance 
is  generally  recognized  as  safe  when  used 
in  accordance  with  good  manufactvudng 
practice. 

§182.1666  Propylene  glycol. 

(a)  Product.  Propylene  glycol. 

(b)  Conditions  of  use.  This  substance 
'is  generally  recognized  as  safe  when  used 
in  accordance  with  good  manufacturing 
practice. 

§  182.1685  Rennet. 

(a)  Product.  Rennet  (rennin) . 

(b)  Conditions  of  use.  This  substance 
is  generally  recognized  as  safe  when  used 
in  accordance  with  good  manufacturing 
practice. 

§182.1711  Silica  aerogel. 

(a)  Product.  Silica  aerogel  as  a  finely 
powdered  microcellular  silica  foam 
having  a  minimum  silica  content  of  89.5 
percent. 

(b)  [Reserved] 

(c)  Limitations,  restrictions,  or  ex¬ 
planation.  This  substance  is  generally 
recognized  as  safe  when  used  as  a  com¬ 
ponent  of  an  anti-foaming  agent  in  ac¬ 
cordance  with  good  manufacturing 
practice. 

§  182.1721  Sodium  acetate. 

(a)  Product.  Sodium  acetate. 

(b)  Conditions  of  use.  This  substance 
is  generally  recognized  as  safe  when  used 
in  accordance  with  good  manufacturing 
practice. 

§  182.1736  Sodium  bicarbonate. 

(a)  Product.  Sodium  bicarbonate. 
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(b)  Conditions  of  use.  This  substance 
is  generally  recognized  as  safe  when  used 
in  accordance  with  good  manufacturing 
practice. 

§  182.1742  Sodium  carbonate. 

(a)  Product.  Sodium  carbonate. 

(b)  Conditions  of  use.  This  substance 
is  generally  recognized  as  safe  when  used 
in  accordance  with  good  manufacturing 
practice. 

§  182.1745  Sodium  carboxymothylcellu- 
lose. 

(a)  Product.  'Sodium  carboxymethyl- 
cellulose  is  the  sodium  salt  of  carboxy- 
methylcellulose  not  less  than  99.5  per¬ 
cent  on  a  drj’ -weight  basis,  with  maxi¬ 
mum  substitution  of  0.95  carboxymethyl 
groups  per  anhydroglucose  trnlt,  and 
with  a  minimum  viscosity  of  25  centl- 
poises  for  2  percent  by  weight  aqueous 
solution  at  25“  C. 

(b)  Conditions  of  use.  This  substance 
is  generally  recognized  as  safe  when  used 
in  accordance  with  good  manufacturing 
practice. 

§  182.1748  Sodium  ca<ieinate. 

(a)  Product.  Sodium  caseinate. 

(b)  Conditions  of  use.  This  substance 
is  generally  recognized  as  safe  when  used 
in  accordance  with  good  manufacturing 
practice. 

§  182.1751  Sodium  citrate. 

(a)  Product.  Sodium  citrate. 

(b)  Conditions  of  use.  This  substance 
is  generally  recognized  as  safe  when  used 
in  accordance  with  good  manufacturing 
practice. 

§  182.1763  Sodium  hydroxide. 

(a)  Product.  Sodium  hydroxide. 

(b)  Conditions  of  use.  This  substance 
is  generally  recognized  as  safe  when  used 
in  accordance  with  good  manufacturing 
practice. 

§  182.1775  Sodium  pectinate. 

(a)  Product.  Sodium  pectinate. 

(b)  Conditions  of  use.  This  substance 
is  generally  recognized  as  safe  when  used 
in  accordance  with  good  manufactiu'ing 
practice. 

§  182.1778  Sodium  phosphate. 

(a)  Product.  Sodium  phosphate 
(mono-,  di-.  and  tribasic). 

(b)  Conditions  of  use.  This  substance 
is  generally  recognized  as  safe  when  used 
in  accordance  with  good  manufacturing 
practice. 

§  182.1781  Sodium  aluminum  phos¬ 
phate. 

(a)  Product.  Sodium  aluminum  phos¬ 
phate. 

(b)  Conditions  of  use.  This  substance 
is  generally  recognized  as  safe  when  used 
in  accordance  with  good  manufacturing 
practice. 

§  182.1792  Sodium  sesquicarbonate. 

(a)  Product.  Sodlmn  sesqulcarbonate. 

(b)  Conditions  of  use.  This  substance 
is  generally  recognized  as  safe  when  used 
in  accordance  writh  good  manufacturing 
practice. 


§  182.1804  Sodium  potassium  tartrate. 

(a)  Product.  Sodium  potassium  tar¬ 
trate. 

(b)  Conditions  of  use.  This  substance 
is  generally  recognized  as  safe  when  used 
in  accordance  with  good  manufacturing 
practice. 

§  182.1810  Sodium  tripolyphosphate. 

(a)  Product.  Sodium  tripolyphos¬ 
phate. 

(b)  Conditions  of  use.  This  substance 
is  generally  recognized  as  safe  when  used 
in  accordance  with  good  manufacturing 
practice. 

§  182.1901  Triacetin. 

(a)  Product.  Triacetin  (glyceryl  tri¬ 
acetate)  . 

(b)  Conditions  of  use.  This  substance 
is  generally  recognized  as  safe  when  used 
in  accordance  with  good  manufacturing 
practice. 

§182.1911  Triethyl  citrate. 

(a)  Product.  Triethyl  citrate. 

(b)  Tolerance.  0.25  percent. 

(c)  Limitations,  restrictions,  or  ex¬ 
planation.  This  substance  is  generally 
recognized  as  safe  when  used  in  dried  egg 
whites  in  accordance  with  good  manu¬ 
facturing  practice. 

§  182.1973  Beeswax. 

(a)  Product.  Beeswax  (yellow  wax). 

(b)  Conditions  of  use.  This  substance 
is  generally  recognized  as  safe  when  used 
in  accordance  with  good  manufacturing 
practice. 

§  182.1975  Bleached  beeswax. 

(a)  Product.  Bleached  beeswax  (white 
wax) . 

(b)  Conditions  of  use.  This  substance 
is  generally  recognized  as  safe  when  used 
in  accordance  with  good  manufacturing 
practice. 

§  182.1978  Carnauba  wax. 

(a)  Product.  Camauba  wax. 

(b)  Conditions  of  use.  This  substance 
is  generally  recognized  as  safe  when  used 
in  accordance  with  good  manufacturing 
practice. 

Subpart  C — Anticaking  Agents 
§  182.2122  Aluminum  calcium  silicate. 

(a)  Product.  Aluminum  calcimn  sili¬ 
cate. 

(b)  Tolerance.  2  percent. 

(c)  Limitations,  restrictions,  or  ex¬ 
planation.  This  substance  is  generally 
recognized  as  safe  when  used  in  table 
salt  in  accordance  with  good  manufac¬ 
turing  practice. 

§  182.2227  Calcium  silicate. 

(a)  Product.  Calcium  silicate. 

(b)  Tolerance.  2  percent  and  5  percent. 

(c)  Limitations,  restrictions,  or  ex¬ 
planation.  This  substance  is  generally 
recognized  as  safe  when  used  at  levels 
not  exceeding  2  percent  in  table  salt  and 
5  percent  in  baking  powder  in  accord¬ 
ance  with  good  manufacturing  practice. 

§  182.2437  Magnesium  silicate. 

(a)  Product.  Magnesium  silicate. 


(b)  Tolerance.  2  percent. 

(c)  Limitations,  restrictions,  or  ex¬ 
planation.  TTils  substance  is  generally 
recognized  as  safe  when  used  in  table 
salt  in  accordance  with  good  manufac¬ 
turing  practice.  • 

§  182.2727  Sodium  aluminosilicate. 

(a)  Product.  Sodium  aluminosilicate 
(sodium  sllicoaluminate) . 

(b)  Tolerance.  This  substance  Is  gen¬ 
erally  recognized  as  safe  for  use  at  a  level 
not  exceeding  2  percent  in  accordance 
with  good  manufacturing  practice. 

§  182.2729  Sodium  calcium  alumino¬ 
silicate,  hydrated. 

(a)  Product.  Hydrated  sodium  calcliun 
aluminosilicate  (sodiiun  calcium  sllico¬ 
aluminate)  . 

(b)  Tolerance.  This  substance  is  gen¬ 
erally  recognized  as  safe  for  use  at  a  level 
not  exceeding  2  percent  in  accordance 
with  good  manufacturing  practice. 

§  182.2906  Tricalcium  silicate. 

(a)  Product.  Tricalcium  silicate. 

(b)  Tolerance.  2  percent. 

(c)  Lirnitations,  restrictions,  or  ex¬ 
planation.  This  substance  is  generally 
recognized  as  safe  when  used  in  table 
salt  in  accord£ince  with  good  manufac¬ 
turing  practice. 

Subpart  D— Chemical  Preservatives 
§  182.3013  Ascorbic  acid. 

(a)  Product.  Ascorbic  acid. 

(b)  Conditions  of  use.  This  substance 
is  generally  recognized  as  safe  when  used 
in  accordance  with  good  manufacturing 
practice. 

§  182.3025  Caprylic  acid. 

(a)  Product.  Caprylic  acid. 

(b)  [Reserved] 

(c)  Limitations,  restrictions,  or  ex¬ 
planation.  This  substance  is  generaUy 
recognized  as  safe  when  used  in  cheese 
wraps  in  accordamce  with  good  manufac¬ 
turing  practice. 

§  182.3041  Erythorbic  acid. 

(a)  Product.  Erythorbic  acid. 

(b)  Conditions  of  use.  This  substance 
is  generally  recognized  as  safe  when  used 
in  accordance  with  good  manufacturing 
practice. 

§  182.3081  Propionic  acid. 

(a)  Product.  Propionic  acid. 

(b)  Conditions  of  use.  This  substance 
is  generally  recognized  as  safe  when  used 
in  accordance  with  g(x>d  manufacturing 
practice. 

§  182.3089  Sorbic  Lcid. 

(a)  Product.  Sorbic  acid. 

(b)  Conditions  of  use.  This  substance 
Is  generally  recognized  as  safe  when  used 
In  accordance  with  good  manufacturing 
practice. 

§  182.3109  Thiodipropionic  acid. 

(a)  product.  Thiodipropionic  acid. 

(b)  Tolerance.  This  substance  Is  gen¬ 
erally  recognized  as  safe  for  use  In  food 
when  the  total  content  of  antioxidants 
is  not  over  0.02  percent  of  fat  or  oil  con- 
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tent,  including  essential  (volatile)  oil 
content  of  the  food,  provided  the  sub¬ 
stance  is  used  in  accordance  with  good 
manufacturing  practice. 

§  182.3149  Ascorbyl  palmilale. 

(a)  Product.  Ascorbyl  palmitate. 

(b)  Conditions  of  use.  This  substance 
is  generally  recognized  as  safe  when  used 
in  accordance  with  good  manufacturing 
practice. 

§  182.3169  Bulylated  hydroxyanisole. 

(a)  Product.  Butylated  hydroxyani- 
sole. 

(b)  Tolerance.  This  substance  is  gen¬ 
erally  recognized  as  ^e  for  use  in  food 
when 'the  total  content  of  antioxidants 
is  not  over  0.02  percent  of  fat  or  oil  con¬ 
tent,  including  essential  (volatile)  oil 
content  of  food,  provided  the  substance 
is  used  in  accordance  with  good  manu¬ 
facturing  practice. 

§  182.3173  Butylaled  hydroxytoluene. 

(a)  Product.  Butylated  hydroxj’tol- 
uene. 

(b)  Tolerance.  This  substance  is  gen¬ 
erally  recognized  as  safe  for  use  in  food 
when  the  total  content  of  antioxidants 
is  not  over  0.02  percent  of  fat  or  oil  con¬ 
tent.  •  including  essential  (volatile)  oil 
content  of  food,  provided  the  substance 
is  used  in  accordance  with  good  manu¬ 
facturing  practice. 

§  182.3189  Calcium  ascorbate. 

(a)  Product.  Calcium  ascorbate. 

(b)  Conditions  of  use.  This  substance 
is  generally  recognized  as  safe  when  used 
in  accordance  with  good  manufacturing 
practice. 

§  182.3221  Calcium  propionate. 

(a)  Product.  Calcium  propionate. 

(b)  Conditions  of  use.  This  substance 
is  generally  recognized  as  safe  when  used 
in  accordance  with  good  manufacturing 
practice. 

§  182.3225  Calcium  sorbate. 

(a)  Product.  Calcium  sorbate. 

(b)  Conditions  of  use.  This  substance 
is  generally  recognized  as  safe  when  used 
in  accordance  with  good  manufacturing 
practice. 

§  182.3280  Dilauryl  tbiodipropionate. 

(a)  Product.  Dilauryl  thiodipropio- 
nate. 

(b)  ToZerancc.  This  substance  is  gen¬ 
erally  recognized  as  safe  for  use  in  food 
when  the  total  content  of  antioxidants 
is  not  over  0.02  percent  of  fat  or  oil  con¬ 
tent.  including  essential  (volatile)  oil 
content  of  the  food,  provided  the  sub¬ 
stance  is  used  in  accordance  with  good 
manufacturing  practice. 

§  182.3336  Cum  guaiac. 

(a)  Product.  Gum  guaiac. 

(b)  Tolerance.  0.1  percent  (equivalent 
antioxidant  activity  0.01  percent) . 

(c)  Limitations,  restrictions,  or  ex¬ 
planation.  This  substance  is  generally 
recognized  as  safe  when  used  in  edible 
fats  or  oils  in  accordance  with  good 
manufacturing  practice. 


§  182.3616  Potassium  bisulfite. 

(a)  Product.  Potassium  bisulfite. 

(b)  (Reserved) 

(c)  Limitations,  restrictions,  or  ex¬ 
planation.  This  substance  is  generally 
recognized  as  safe  when  used  in  acc(K'd- 
ance  with  good  manufacturing  practice, 
except  that  it  is  not  used  in  meats  or  in 
food  recognized  as  source  of  vitamin  B.. 

§  182.3637  Potassium  metabisulflte. 

(a)  Product.  Potassium  metabisulfite. 

(b)  (Reserved! 

(c)  Limitations,  restrictions,  or  ex¬ 
planation.  This  substance  is  generally 
recognized  as  safe  when  used  in  accord¬ 
ance  with  good  manufacturing  practice, 
except  that  it  is  not  used  in  meats  or  in 
food  recognized  as  source  of  vitamin  B.. 

§  182.3640  Potassium  sorbate. 

(a)  Product.  Potassium  sorbate. 

(b)  Conditions  of  use.  This  substance 
is  generally  recognized  as  safe  when  used 
in  accordance  with  good  manufacturing 
practice. 

§  182.3731  Sodium  aseorbate. 

(a)  Product.  Sodium  ascorbate. 

(b)  Conditions  of  use.  This  substance 
is  generally  recognized  as  safe  when 
used  in  accordance  with  good  manufac¬ 
turing  practice. 

§  182.3739  Sodium  bisulfite. 

•  (a)  Product.  Sodium  bisulfite. 

(b)  (Reserved) 

(c)  Limitations,  restrictions,  or  ex¬ 
planation.  This  substance  is  generally 
recognized  as  safe  when  used  in  accord¬ 
ance  with  good  manufacturing  practice, 
except  that  it  is  not  used  in  meats  or  in 
food  recognized  as  source  of  vitamin  Bi. 

§  182.3766  Sodium  metabisulflte. 

(a)  Product.  Sodium  metabisulflte. 

(b)  (Reserved! 

(c)  Limitations,  restrictions,  or  expla¬ 
nation.  This  substance  is  generally  rec¬ 
ognized  as  safe  when  used  in  acconiance 
with  good  manufacturing  practice,  ex¬ 
cept  that  it  is  not  used  in  meats  or  in 
food  recognized  as  source  of  vitamin  Bi. 

§  182.3784  Sodium  propionate. 

(a)  Product.  Sodium  propionate. 

(b)  Conditions  of  use.  This  substance 
is  generally  recognized  as  safe  when  used 
in  accordance  with  good  manufacturing 
practice. 

§  182.3795  Sodium  sorbate. 

(a)  Product.  Sodium  sorbate. 

(b)  Conditions  of  use.  This  substance 
is  generally  recognized  as  safe  when  used 
in  accordance  with  good  manufacturing 
practice. 

§  182.3798  Sodium  sulfite. 

(a)  Product.  Sodium  sulfite. 

(b)  [Reserved] 

(c)  Limitations,  restrictions,  or  expla¬ 
nation.  This  substance  is  generally  rec¬ 
ognized  as  safe  when  used  in  accordance 
with  good  manufacturing  practice,  ex¬ 
cept  that  it  is  not  used  in  meats  or  in 
food  recognized  as  source  of  vitamin  Bi. 
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§  182.3845  Stannous  chloride. 

(a)  Product.  Stannous  chloride. 

(b)  Tolerance.  This  substance  is  gen¬ 
erally  recognized  as  safe  for  use  at  a 
level  not  exceeding  0.0015  percent  calcu¬ 
lated  as  tin  in  accordance  with  good 
manufacturing  practice. 

§  182.3862  Sulfur  dioxide. 

(a)  Product.  Sulfur  dioxide. 

(b)  (Reserved) 

(c)  Limitations,  restrictions,  or  expla¬ 
nation.  This  substance  is  generally  rec¬ 
ognized  as  safe  when  used  in  accordance 
with  good  manufacturing  practice,  ex¬ 
cept  that  it  is  not  used  in  meats  or  in 
food  recognized  as  source  of  vitamin  Bi. 

§  182.3890  Tocopherols. 

(a)  Product.  Tocopherols. 

(b)  C^jiiditions  of  use.  This  substance 
is  genermly  recognized  as  safe  when  used 
in  accordance  with  good  manufacturing 
practice. 

Subpart  E — Emulsifying  Agents 
§  182.4029  Cholic  acid. 

(a)  Product.  Cholic  acid. 

(b)  Tolerance.  0.1  percent. 

(c)  Limitations,  restrictions,  or  expla¬ 
nation.  This  substance  Is  generally  rec¬ 
ognized  as  safe  when  used  in  dri^  egg 
whites  in  accordance  with  good  manu¬ 
facturing  practice. 

§  182.4037  Drsoxycholic  acid. 

(a)  Product.  Desoxychollc  acid. 

(b)  Tolerance.  0.1  percent. 

(c)  Limitations,  restrictions,  or  expla¬ 
nation.  This  substance  is  generally  rec¬ 
ognized  as  safe  when  used  in  dried  egg 
whites  in  accordance  with  good  manu¬ 
facturing  practice. 

§  182.4053  Clycocholic  acid. 

(a)  Product.  Glycocholic  acid. 

(b)  Tolerance.  0.1  percent. 

(c)  Limitations,  restrictions,  or  expla¬ 
nation.  This  substance  is  generally  rec¬ 
ognized  as  safe  when  used  in  dried  egg 
whites  in  accordance  with  good  manu¬ 
facturing  practice. 

§  182.4101  Diacetyl  tartaric  acid  e«teni 
of  mono-  and  diglycerides  of  edible 
fats  or  oils,  or  edible  fat-forming 
fatty  acids. 

(a)  Product.  Diacetyl  tartaric  acid  es¬ 
ters  of  mono-  and  diglycerides  of  edible 
fats  or  oils,  or  edible  fat-forming  fatty 
acids. ' 

(b)  Conditions  of  use.  This  substance 
is  generally  recognized  as  safe  when 
used  in  accordance  with  good  manufac¬ 
turing  practice. 

§  182.4105  Taurocholic  acid. 

(a)  Product.  Taurocholic  acid  (or  its 
sodium  salt) . 

(b)  Tolerance.  0.1  percent. 

(c)  Limitations,  restrictions,  or  expla¬ 
nation.  This  substance  is  generally  rec¬ 
ognized  as  safe  when  used  in  dried  egg 
whites  in  accordance  with  good  manu¬ 
facturing  practice. 
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§  182.4505  Mono-  and  diglycerides  of 
edible  fats  or  oils,  or  edible  fat- 
forming  acids. 

(a)  Product.  Mono-  and  diglycerides 
of  edible  fats  or  oils,  or  edible  fat-form¬ 
ing  acids. 

(b)  Conditions  of  use.  This  substance 
is  generally  recognized  as  safe  when  used 
in  accordance  with  good  manufacturing 
practice. 

§  182.4521  Monosodium  phosphate  de¬ 
rivatives  of  mono-  and  diglycerides 
of  edihle  fats  or  oils,  or  edihle  fat¬ 
forming  fatty  acids. 

(a)  Product.  Monosodium  phosphate 
derivatives  of  mono-  and  diglycerides  of 
edible  fats  or  oils,  or  edible  fat-forming 
fatty  acids. 

(b)  Conditions  of  use.  This  substance 
is  generally  recognized  as  safe  when  used 
in  accordance  with  good  manufacturing 
practice. 

§  182.4560  Ox  bile  extract. 

(a)  Product.  Ox  bile  extract. 

(b)  Tolerance.  0.1  percent. 

(c)  Limitations,  restrictions,  or  ex¬ 
planation.  This  substance  is  generally 
recognized  as  safe  when  used  in  dried 
egg  whites  in  accordance  with  good  man¬ 
ufacturing  practice. 

§  182.4666  Propylene  glycol. 

(a)  Product.  Propylene  glycol. 

(b)  Conditions  of  use.  This  substance 
is  generally  recognized  as  safe  when  used 
in  accordance  with  good  manufacturing 
practice. 

Subpart  F — Nutrients  and/or  Dietary 
Supplements 

§  182.5013  Ascorbic  acid. 

(a)  Product.  Ascorbic  acid. 

(b)  Conditions  of  use.  This  substance 
is  generally  recognized  as  safe  when  used 
in  accordance  with  good  manufacturing 
practice. 

§  182.5017  Aspartic  acid. 

(a)  Product.  Aspartic  acid  (L-  and 
DL  forms) . 

(b)  Conditions  of  use.  This  substance 
is  generally  recognized  as  safe  when  used 
in  accordance  with  good  manufacturing 
practice. 

§  182.5049  Aminoacctic  acid  (glycine). 

(a)  Product.  Glycine  (aminoacetic 
acid) . 

(b)  Conditions  of  use.  This  substance 
is  generally  recognized  as  safe  when  used 
in  accordance  with  good  manufactiming 
practice. 

§  182.5065  Linoleic  acid. 

(a)  Product.  Linoleic  acid  prepared 
from  edible  fats  and  oils  and  free  from 
chickedema  factor. 

<b)  Conditions  of  use.  This  substance 
is  generally  recognized  as  safe  when  used 
in  accordance  with  good  manufacturing 
practice. 

§  182.5118  Alanine. 

(a)  Product.  Alanine  (L-  and  DL- 
forms). 


Amino  acids  listed  in  this  subpart  may 
be  free  hydrochloride  salt,  hydrated,  or  an¬ 
hydrous  form,  where  applicable. 
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(b)  Conditions  of  use.  This  substance 
is  generally  recognized  as  safe  when  used 
in  accordance  with  good  manufacturing 
practice. 

§  182.5145  Arginine. 

(a)  Product.  Arginine  (L-  and  DL- 
forms) . 

(b)  Conditions  of  use.  This  substance 
is  generally  recognized  as  safe  when  used 
in  accordance  with  good  manufacturing 
practice. 

§  182.5159  Biotin. 

(a)  Product.  Biotin. 

(b)  Conditions  of  use.  This  substance 
is  generally  recognized  as  safe  when  used 
in  accordance  with  good  manufacturing 
practice. 

§182.5191  Calcium  carbonate. 

(a)  Product.  Calcium  carbonate. 

(b)  Conditions  of  use.  This  substance 
is  generally  recognized  as  safe  when  uted 
in  accordance  with  good  manufacturing 
practice. 

§  182.5195  (Calcium  citrate. 

(a)  Product.  Calcium  citrate. 

(b)  Conditions  of  use.  This  substance 
is  generally  recognized  as  safe  when  used 
in  accordance  with  good  manufacturing 
practice. 

§  182.5201  Calcium  glycerophosphate. 

(a)  Product.  Calcium  glycerophos¬ 
phate. 

(b)  Conditions  .of  use.  This  substance 
is  generally  recognized  as  safe  when  used 
in  accordance  with  good  manufacturing 
practice. 

§  182.5210  Calcium  oxide. 

(a)  Product.  Calcium  oxide. 

(b)  Conditions  of  use.  This  substance 
is  generally  recognized  as  safe  when  used 
in  accordance  with  good  manufacturing 
practice. 

§  182.5212  Calcium  pantothenate. 

(a)  Product.  Calcium  pantothenate. 

(b)  Conditions  of  use.  This  substance 
is  generally  recognized  as  safe  when  used 
in  accordance  with  good  manufacturing 
practice. 

§  182.5217  Calcium  phosphate. 

(a)  Product.  Calcium  phosphate 
(mono-,  di-,  and  tribasic) . 

(b)  Conditions  of  use.  This  substance 
is  generally  recognized  as  safe  when  used 
in  accordance  with  good  manufacturing 
practice. 

§  182.5223  Calcium  pyrophosphate. 

(a)  Product.  Calciiun  pyrophosphate. 

(b)  Conditions  of  use.  This  substance 
is  generally  recognized  as  safe  when  used 
in  accordance  with  good  manufacturing 
practice.  . 

§  182.5230  Caleium  sulfate. 

(a)  Product.  Calcium  sulfate. 

(b)  Conditions  of  use.  This  substance 
is  generally  recognized  as  safe  when  used 
in  accordance  with  good  manufacturing 
practice. 

§  182.5245  Carotene. 

(a)  Product.  Carotene. 


(b)  Conditions  of  use.  This  substance 
is  generally  recognized  as  safe  when  used 
in  accordance  with  good  manufacturing 
practice. 

§  182.5250  Choline  bitartrate. 

(a)  Product.  Choline  bitartrate. 

(b)  Conditions  of  use.  This  substance 
is  generally  recognized  as  safe  when  used 
in  accordance  with  good  manufacturing 
practice. 

§  182.5252  Choline  chloride. 

(a)  Product.  Choline  chloride. 

(b)  Conditions  of  use.  This  substance 
is  generally  recognized  as  safe  when  used 
in  accordance  with  good  manufacturing 
practice. 

§  182.5260  Copper  gluconate. 

(a)  Product.  Copper  gluconate. 

(b)  Conditions  of  use.  This  substance 
is  generally  recognized  as  safe  for  use  at 
a  level  not  exceeding  0.005  percent  in  ac¬ 
cordance  with  good  manufacturing  prac¬ 
tice. 

§  182.5265  Cuprous  iodide. 

(a)  Products.  Cuprous  icidide. 

(b)  Tolerance.  0.01  percent. 

(c)  Limitations,  restrictions,  or  expla¬ 
nation.  This  substance  is  generally  recog¬ 
nized  as  safe  when  used  in  table  salt  as 
a  source  of  dietary  iodine  in  accordance 
with  good  manufacturing  practice. 

§  182.5273  Cystine. 


(a)  Product.  Cystine  (L-  and  DL- 
forms). 

(b)  Conditions  of  use.  This  substance 
is  generally  recognized  as  safe  when  used 
in  accordance  with  good  manufacturing 
practice. 

§  182.5301  Ferric  phosphate. 

(a)  Product.  Ferric  phosphate. 

(b)  Conditions  of  use.  Ihis  substance 
is  generally  recognized  as  safe  when  used 
in  accordance  with  good  manufacturing 
practice. 


§  182.5304  Ferric  pyrophosphate. 

(a)  Product.  Ferric  pyrophosphate. 

(b)  Conditions  of  use.  This  substance 
is  generally  recognized  as  safe  when  used 
in  accordance  with  g(x>d  manufacturing 
practice. 

§  182.5306  Ferric  sodium  pyrophos¬ 
phate. 

<a)  Product.  Ferric  sodium  pyrophos¬ 
phate. 

(b)  Conditions  of  use.  This  substance 
is  generally  recognized  as  safe  when  used 
in  accordance  with  g(xxl  manufacturing 
practice. 

§  182.5308  Ferrous  gluconate. 

(a)  Product.  Ferrous  gluconate. 

(b)  Conditions  of  use.  This  substance 
is  generally  recognized  as  safe  when  used 
in  accordance  with  good  manufacturing 
practice. 

§  182.5311  Ferrous  lactate. 

(a)  Product.  Ferrous  lactate. 

(b)  Conditions  of  use.  This  substance 
is  generally  recc^lzed  as  safe  when  used 
in  accordance  with- good  manufacturing 
practice. 
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§  182.5315  Ferrous  sulfate. 

(a)  Product.  Ferrous  sulfate. 

(b)  Conditions  of  use.  Hiis  substance 
is  generally  recognized  as  safe  when  used 
in  accordance  with  good  manufacturing 
practice. 

§  182.5361  Histidine. 

(a)  Product.  Histidine  (L-  and  DL- 
forms) . 

(b)  Conditions  of  use.  This  substance 
is  generally  recognized  as  safe  when  used 
in  accordance  with  good  manufacturing 
practice. 

§  182.5370  Inositol. 

(a)  Product.  Inositol. 

(b)  Conditions  of  use.  Tliis  substance 
is  generally  recognized  as  safe  when  used 
in  accordance  with  good  manufacturing 
practice. 

§  182.5375  Iron  reduced. 

(a)  Product.  Iron  reduced. 

(b)  Conditions  of  use.  This  substance 
is  generally  recognized  as  safe  when  used 
in  accordance  with  good  manufacturing 
practice. 

§  182.5381  Isoleucinc. 

(a)  Product.  Isoleucine  (L-  and  DL- 
forms) . 

(b)  Conditions  of  use.  This  substance 
is  generally  recognized  as  safe  when  used 
in  accordance  with  good  manufacturing 
practice. 

§  182.5106  Leucine. 

(a)  Product.  Leucine  (L-  and  DL- 
forms). 

(b)  Conditions  of  use.  This  substance 
is  generally  recognized  as  safe  when  used 
in  accordance  with  good  manufacturing 
practice. 

§  182.5411  Lysine. 

(a)  Product.  Lysine  (L-  and  DL- 
forms). 

(b)  Conditions  of  use.  This  substance 
is  generally  recognized  as  safe  when  used 
in  accordance  with  good  manufacturing 
practice. 

§  182.5431  Magnesium  oxide. 

(a)  Product.  Magnesium  oxide. 

(b)  Conditions  of  use.  This  substance 
is  generally  recognized  as  safe  when  used 
in  accordance  with  good  manufacturing 
practice. 

§  182.5434  Magnesium  phosphate. 

(a)  Product.  Magnesium  phosphate 
(di-  and  tribasic) . 

(b)  Conditions  of  use.  This  substance 
is  generally  recognized  as  safe  when  used 
in  accordance  with  good  manufacturing 
practice. 

§  182.5443  Magnesium  sulfate. 

(a)  Product.  Magnesium  sulfate. 

(b)  Conditions  of  use.  This  substance 
is  generally  recognized  as  safe  when  used 
in  accordance  with  good  manufacturing 
practice. 

§  182.5446  Manganese  chloride. 

(a)  Product.  Manganese  chloride. 

(b)  Conditions  of  use.  This  substance 


is  generally  recognized  as  safe  when  used 
in  accordance  with  good  manufacturing 
practice. 

§  182.5449  Manganese  citrate. 

( a )  Prod uct.  Manganese  citrate. 

(b)  Conditions  of  use.  This  substance 
is  generally  recognized  as  safe  when  used 
in  accordance  with  good  manufacturing 
practice. 

§  182.5452  Manganese  gluconate. 

(a)  Product.  Manganese  gluconate. 

(b)  Conditions  of  use.  This  substance 
is  generally  recognized  as  safe  when  used 
in  accordance  with  good  manufacturing 
practice. 

§  182.5455  Manganese  glyrerophos* 
phate. 

(a)  Product.  Manganese  glycerophos¬ 
phate. 

(b)  Conditions  of  use.  This  substance 
is  generally  recognized  as  safe  when  used 
in  accordance  with  good  manufacturing 
practice. 

§  182.5458  Manganese  hypophosphite. 

(a)  Product.  Manganese  hypophos¬ 
phite. 

(b)  Conditions  of  use.  This  substance 
is  generally  recognized  as  safe  when  used 
in  accordance  with  good  manufacturing 
practice. 

§  182.5461  Manganese  sulfate. 

(a)  Product.  Manganese  sulfate. 

(b)  Conditions  of  use.  This  substance 
is  generally  recognized  as  safe  when  used 
in  accordance  with  good  manufacturing 
practice. 

§  182.5464  Manganous  oxide. 

(a)  Product.  Manganous  oxide. 

(b)  Conditions  of  use.  This  substance 
is  generally  recognized  as  safe  when  used 
in  accordance  with  good  manufacturing 
practice. 

§  182.5470  Mannitol. 

(a)  Product.  Mannitol. 

(b)  Conditions  of  use.  This  substance 
is  generally  recognized  as  safe  when  used 
in  accordance  with  good  manufacturing 
practice. 

§  182.5175  Methionine. 

(a)  Product.  Methionine. 

(b)  Conditions  of  use.  This  substance 
is  generally  recognized  as  safe  when  used 
in  accordance  with  good  manufacturing, 
practice. 

§  182.5477  Methionine  hydroxy  analog 
and  its  ealciuni  salts. 

(a)  Product.  Methionine  hydroxy  ana¬ 
log  and  its  calcium  salts. 

(b)  Conditions  of  use.  This  substance 
is  generally  recognized  as  safe  when  used 
in  accordance  with  good  manufacturing 
practice. 

§  182.5530  Niacin. 

(a)  Product.  Niacin. 

(b)  Conditions  of  use.  This  substance 
is  generally  recognized  as  safe  when  used 
in  accordance  with  good  manufacturing 
practice. 


§  182.5535  Niacinamide. 

(a)  Product.  Niacinamide. 

(b)  Conditions  of  use.  This  substance 
is  generally  recognized  as  safe  when  used 
in  accordance  with  good  manufacturing 
practice. 

§  182.5580  D'Pantothenyl  alcohol. 

(a)  Product.  D-Pantothenyl  alcohol. 

(b)  Conditions  of  use.  This  substance 
is  generally  recognized  as  safe  when  used 
in  accordance  with  good  manufacturing 
practice. 

§  182.5590  Phenylalanine. 

(a)  Product.  Phenylalanine  (L-  and 
DL-forms) . 

(b)  Conditions  of  use.  This  substance 
is  generally  recognized  as  safe  when 
used  in  accordance  with  good  manufac¬ 
turing  practice. 

§  182.5622  Potassium  chloride. 

(a)  Product.  Potassium  chloride. 

(b)  Conditions  of  use.  This  substance 
is  generally  recognized  as  safe  when  used 
in  accordance  with  good  manufacturing 
practice. 

§  182.5628  Potassium  glycerophosphate. 

(a)  Product.  Potassium  glycerophos¬ 
phate. 

(b)  Conditions  of  use.  This  substance 
is  generally  recognized  as  safe  when  used 
in  accordance  with  good  manufacturing 
practice. 

§  182.5634  Potassium  iodide. 

(a)  Product.  Potassium  iodide. 

(b)  Tolerance.  0.01  percent. 

(c)  Limitations,  restrictions,  or  expla¬ 
nation.  This  substance  is  generally  recog¬ 
nized  as  safe  when  used  in  table  salt  as  a 
source  of  dietary  iodine  in  accordance 
with  good  manufacturing  practice. 

§  182.5650  Proline. 

(a)  Product.  Proline  (L-  and  DL- 
forms)  . 

(b)  Conditions  of  use.  This  substance 
is  generally  recognized  as  safe  when  used 
in  accordance  with  good  manufacturing 
practice. 

§  182.5676  Pyridoxine  hydrochloride. 

(a)  Product.  Pyridoxine  hydrochlo¬ 
ride. 

(b)  Conditions  of  use.  This  substance 
is  generally  recognized  as  safe  when  used 
in  accordance  with  good  manufacturing 
practice. 

§  182.5695  Riboflavin. 

(a)  Product.  Riboflavin. 

(b)  Conditions  of  use.  This  substance 
is  generally  recognized  as  safe  when  used 
in  accordance  with  good  manufacturing 
practice 

§  182.5697  Riboflavin-5-phosphate. 

(a)  Product.  Riboflavin-5-phosphate. 

(b)  Conditions  of  use.  This  substance 
is  generally  recognized  as  safe  when  used 
in  accordance  with  good  manufacturing 
practice. 

§  182.5701  Serine. 

(a)  Product.  Serine  (L-  and  DL- 
forms). 
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(b)  Conditions  of  use.  This  substance 
is  generally  recognized  as  safe  when  used 
in  accordance  with  good  manufacturing 
practice. 

§  182.5772  Sodium  pantothenatP. 

(a)  Product.  Sodium  pantothenate. 

(b)  Conditions  of  use.  This  substance 
is  generally  recognized  as  safe  when  used 
in  accordance  with  good  manufacturing 
practice. 

§  182.5778  Sodium  phosphate. 

(a)  Product.  Sodium  phosphate 
(mono-,  di-.  and  tribasic). 

(b)  Conditions  of  use.  This  substance 
is  generally  recognized  as  safe  when  used 
in  accordance  with  good  manufacturing 
practice. 

§  182.5875  Thiamine  hydrochloride. 

(a)  Product.  Thiamine  hydrochlo¬ 
ride. 

(b)  Conditions  of  use.  This  substance 
is  generally  recognized  as  safe  when  used 
in  accordance  with  good  manufacturing 
practice. 

§  182.5878  Thiamine  mononitrate. 

(a)  Product.  Thiamine  mononitrate. 

(b)  Conditions  of  use.  This  substance 
is  generally  recognized  as  safe  when  used 
in  accordance  with  good  manufacturing 
practice. 

§  182.5881  Threonine. 

(a)  Product.  Threonine  (L-  and  DL- 
forms). 

(b)  Conditions  of  use.  This  substance 
is  generally  recognized  as  safe  when  used 
in  accordance  with  good  mamufacturing 
practice. 

§  182.5890  Tocopherols. 

(a)  Product.  Tocopherols. 

(b)  Conditions  of  use.  This  substance 
is  generally  recognized  as  safe  when  used 
in  accordance  with  good  manufacturing 
practice. 

§  182.5892  a-Toeopherol  acetate. 

in) Product.  a-Tocopherol  acetate. 

(b)  Conditions  of  use.  This  substance 
is  generally  recognized  as  safe  when  used 
in  accordance  with  good  manufacturing 
practice. 

§  182.5915  Tryptophane. 

(a)  Product.  Tryptophane  (L-  and 
DL-forms). 

(b)  Conditions  of  use.  This  substance 
is  generally  recognized  as  safe  when  used 
in  accordance  with  good  manufacturing 
practice. 

§  182.5920  Tyrosine. 

(a)  Product.  Tyrosine  (L-  and  DL- 
forms)  . 

(b)  Conditions  of  use.  This  substance 
is  generally  recognized  as  safe  when  used 
in  accordance  with  good  manufacturing 
practice. 

§  182.5925  Valine. 

(a)  Product.  Valine  (L-  and  DL- 
forms). 

(b)  Conditions  of  use.  This  substance 
is  generally  recognized  as  safe  when  used 
in  accordance  with  good  manufacturing 
practice. 


§  182.5930  Vitamin  A. 

(a)  Product.  Vitamin  A. 

(b)  Conditions  of  use.  This  substance 
is  generally  recognized  as  safe  when  used 
in  accordance  with  good  manufacturing 
practice. 

§  182.5933  Vitamin  A  acetate. 

(a)  Product.  Vitamin  A  acetate. 

(b)  Conditions  of  use.  This  substance 
is  generally  recognized  as  safe  when  used 
in  accordance  with  good  manufacturing 
practice. 

§  182.5936  Vitamin  A  palmitate. 

(a)  Product.  Vitamin  A  palmitate. 

(b)  Conditions  of  use.  This  substance 
is  generally  recognized  as  safe  when  used 
in  accordance  with  good  manufacturing 
practice. 

§  182.5945  Vitamin  Bx.. 

(a)  Product.  Vitamin  Bn. 

(b)  Conditions  of  use.  This  substance 
is  generally  recognized  as  safe  when  used 
in  accordance  with  good  manufacturing 
practice. 

§  182.5950  Vitamin  Dx. 

(a)  Product.  Vitamin  D^.. 

(b)  Conditions  of  use.  This  substaiice 
is  generally  recognized  as  safe  when  used 
in  accordance  with  good  manufactm'ing 
practice. 

§  182.5953  Vitamin  D,. 

(a)  Product.  Vitamin  D». 

(b)  Conditions  of  use.  This  substance 
is  generally  recognized  as  safe  when  used 
in  accordance  with  good  manufacturing 
practice. 

§  182.5985  Zinc  chloride. 

(a)  Product.  Zinc  chloride. 

(b)  Conditions  of  use.  This  substance 
is  generally  recognized  as  safe  when  used 
in  accordance  with  good  manufacturing 
practice.  . 

§  182.5988  Zinc  gluconate. 

(a)  Product.  Zinc  gluconate. 

(b)  Conditions  of  use.  This  substance 
is  generally  recognized  as  safe  when  used 
in  accordance  with  good  manufacturing 
practice. 

§  182.5991  Zinc  oxide. 

(a)  Product.  Zinc  oxide.  - 

(b)  Conditions  of  use.  This  substance 
is  generally  recognized  as  safe  when  used 
in  accordance  with  good  manufacturing 
practice. 

§  182.5994  Zinc  stearate. 

(a)  Product.  Zinc  stearate  prepared 
from  stearic  acid  free  from  chlckedema 
factor. 

(b)  Conditions  of  use.  This  substance 
is  generally  recognized  as  safe  when  used 
in  accordance  with  good  manufacturing 
practice. 

§  182.5997  Zinc  sulfate. 

(a)  Product.  Zinc  sulfate. 

(b)  Conditions  of  use.  This  substance 
is  generally  recognized  as  safe  when  used 
in  accordance  with  good  manufacturing 
practice. 


Subpart  6 — Sequestrants 
§  182.6033  Citric  acid. 

(a)  Product.  Citric  acid. 

(b)  Conditions  of  use.  This  substance 
is  generally  recognized  as  safe  when  used 
in  accordance  with  good  manufacturing 
practice. 

§  182.6085  Sodium  acid  phosphate. 

(a)  Product.  Sodium  acid  phosphate. 
<b)  Conditions  of  use.  This  substance 

is  generally  recognized  as  safe  when  used 
in  accordance  with  good  manufacturing 
practice. 

§  182.6099  Tartaric  acid. 

/a)  Product.  Tartaric  acid. 

(b)  Conditions  of  use.  This  substance 
is  generally  recognized  as  safe  when  used 
in  accordance  with  good  manufacturing 
practice. 

§  182.6185  Calcium  acetate. 

( a)  Product.  Calcium  acetate. 

(b)  Conditions  of  use.  This  substance 
is  generally  recognized  as  safe  when  used 
in  accordance  with  good  manufacturing 
practice. 

§  182.6193  Calcium  chloride. 

(a)  Product.  Calcium  chloride. 

(b)  Conditions  of  use.  This  substance 
is  generally  recognized  as  safe  when  used 
in  accordance  with  good  manufacturing 
practice. 

§  182.6195  Calcium  citrate. 

( a )  Product.  Calcium  citrate. 

(b)  Conditions  of  use.  This  substance 
is  generally  recognized  as  safe  when  used 
in  accordance  with  good  manufacturing 
practice. 

§  182.6197  Calcium  diacctate. 

(a)  Product.  Calcium  diacetate. 

(b)  Conditions  of  use.  This  substance 
is  generally  recognized  as  safe  when  used 
in  accordance  with  good  manufacttiring 
practice. 

§  182.6199  Calcium  gluconate. 

(a)  Product.  Calcium  gluconate. 

(b)  Conditions  of  use.  This  substance 
is  generally  recognized  as  safe  when  used 
in  accordance  with  good  manufacturing 
practice. 

§  182.6203  Calcium  kexametaphos- 
phate. 

(a)  Product.  Calcium  hexametaphos- 
phate. 

(b)  Conditions  of  use.  This  substance 
is  generally  recognized  as  safe  when  used 
in  accordance  with  good  manufacturing 
practice. 

§  182.6215  Monobasic  calcium  phos¬ 
phate. 

(a)  Product.  Monobasic  calicum  phos¬ 
phate. 

(b)  Conditions  of  use.  This  substance 
is  generally  recognized  as  safe  when  used 
in  accordance  with  good  manufacturing 
practice. 


'*For  the  purpose  of  this  subpart,  no  at¬ 
tempt  has  been  made  to  designate  those  se- 
questrants  that  may  also  function  as  chemi¬ 
cal  preservatives. 
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§  1S2.6219  Cwlcium  phytafe. 

(a)  Product.  Calcium  fdiytate. 

(b)  CondltloTW  of  use.  This  substance 
is  generally  recognized  as  safe  when  used 
in  accordance  aith  good  manufacturing 
practice. 

§  182.6285  UipoUiMiam  pfaot^pliMir. 

(a>  Product.  Dipotassium  phosphate, 
(b)  Conditions  of  use.  This  substance 
is  generally  recognized  as  safe  when  used 
in  accordance  with  good  manufacturing 
practice. 

§  182.6290  Uioodiam  phowphatr. 

<a)  Product.  Disodium  phosphate. 

(b)  Conditions  of  use.  This  substance 
is  generally  recognized  as  safe  when  used 
in  accordance  with  good  manufacturing 
practice. 

§  182.6386  liioprapyl  ritralo. 

(a)  Product.  Isopropyl  citrate. 

<b)  Tolerance.  This  substance  is  gen¬ 
erally  recognized  as  safe  for  use  at  a  level 
not  exceeding  0.02  percent  in  accordance 
with  good  manufacturing  practice. 

S  182.651 1  M— n»i«i»prt»p>'l  ckratr. 

(a)  Product.  Monoisopropyl  citrate. 

(b)  Conditions  of  use.  This  substance 
Is  generally  recognized  as  safe  when  used 
in  accordance  with  good  manufacturing 
practice. 

§  182.6625  F»lamriuin  ci«r«l4v 

(a)  Product.  Potassium  citrate. 

(b)  Conditions  of  use.  This  substance 
is  generally  recognized  as  safe  when  used 
In  accordance  with  good  manufacturing 
practice. 

§  182.6751  Sodium  citrate. 

<a)  Product.  Sodium  citrate. 

(b)  Conditions  of  use.  This  substance 
is  generally  recognieed  as  safe  when  used 
in  acoordanoe  with  good  manufacturing 
practice. 

§  182.6754  Sodium  diaretate. 

(a)  Product.  Sodium  dlacetate. 
tb)  CondUiams  of  use.  This  substance 
is  generally  recognized  as  safe  when  used 
in  aocordanoe  adth  good  mantifacturing 
practice. 

§  182.6757  Sodium  gluconate. 

<a)  Product.  Sodium  gluconate. 

<bl  Coniitious  of  use.  Ihis  substance 
is  generally  recognized  as  safe  when  used 
in  aocordanoe  with  good  raanufactoring 
practice. 

S  182.6768  Sodium  bruumctuplioapltate. 

(a)  Product.  Sodium  hexametaphos- 
phate. 

(b)  Conditions  of  use.  This  substance 
Is  generally  recognlaed  as  safe  wb«t  used 
in  accordance  with  good  manitfacttiring 
practice. 

§  182.6769  Sodium  uictaphuapluite. 

(a)  ProdMct.  Sodium  metaphoqAate. 

(b)  Conditions  of  use.  This  sdbstance 
Is  generally  recognized  as  safe  when  used 
In  accordance  with  good  manufacturing 
practice. 


MiUS  AMO  ftCOULAnONS 

f  188.6778  Sodina  pliujtpluite. 

(a)  Prodrtcf.  Sodhim  idiospdiate 
(mono-,  dl-,  and  trlbaslc) . 

(b)  Conditions  of  use.  This  substance 
is  general^'  recognized  as  safe  when  used 
in  accordance  with  good  manufacturing 
■practice. 

§  182.6787  Sodium  py  rophosphutr. 

fa)  Prodttef.  Sodium  pyroi*osphate. 
<b>  Conditions  of  use.  This  substance 
is  generally  recognized  as  safe  when  used 
in  accordance  with  good  manufacturing 
practice. 

§  182.6789  T«HrM  M>dium  p>  ropliosphotr. 

<a>  Product.  Tetra  sodium  pyrojrtios- 
phate. 

<b)  Conditions  of  use.  This  substance 
is  generally  recognized  as  safe  when  used 
in  accordance  with  good  manufacuring 
practice. 

§  182.f>80l  ."'odium  turtrato. 

<  a )  Product.  Sodium  tartrate, 
tb)  Conditions  of  use.  This  substance 
is  g^ierally  recognized  as  safe  when  used 
in  accordance  with  good  manufacturing 
practice. 

§  182.6804  Sodium  potaMium  tartrate. 

•  a)  Product.  Sodium  potassium  tar¬ 
trate. 

(b)  Conditions  of  use.  This  substance 
is  generally  recognized  as  safe  when  used 
in  accordance  with  good  manufacturing 
practice. 

§  182.6807  .Smliuni  lliioHolfate. 

<a)  Product.  Sodium  thiosulfate. 

<b)  ToZerance.  0.1  percent. 

<c)  Limitations,  restrictions,  or  ex¬ 
planation.  This  substance  is  generally 
recognized  as  safe  when  used  in  salt  in 
accordance  with  good  manufacturing 
practice. 

§  182.6810  Sodium  tripolyplMiapliate. 

<a)  Product.  Sodium  tripolyphosphate, 
(b)  Conditions  of  use.  This  substance 
is  generally  recognized  as  safe  when  used 
In  accordance  with  good  manufacturing 
practice. 

§  1826851  SHwryl  citraH*. 

(a)  Product.  Stearyl  citrate, 
lb)  Tcderance.  Hils  substance  Is  gen¬ 
erally  recognized  as  safe  for  tise  at  a  level 
not  exceeding  0.15  percent  in  accordance 
with  good  manufacturing  practice. 

Subpart  M — Stabilizarz 
§  182.7115  Agar>agar. 

(a)  Product.  Agar-agar. 

(h)  ComditiOMS  of  use.  This  substance 
is  generally  recognised  as  safe  when  used 
in  accordance  with  good  manufacturing 
practice. 

§  182.7183  .4iawiaiiiawi  alginatr. 

(a)  Product.  Ammonium  alginate. 

<b)  Conditions  of  use.  This  substance 
is  generally  recognized  as  safe  when  used 
in  accordance  with  good  manufacturing 
practice. 

§  182.7187  Calcium  alginate. 

Ca)  Product.  Oalctom  alginate. 
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<b>  CoudUions  of  use.  Tills  substance 
is  generally  recogniiwd  as  safe  when  used 
in  aoc<»dance  with  good  manufacturing 
practice. 

§  182.7255  Choitdru#  extract. 

(a>  Product.  Chondrus  extract  *car- 
rageenin). 

tb)  Cottditions  of  use.  This  substance 
is  generally  recognized  as  safe  when  used 
in  accordance  with  good  manufacturing 
practice. 

§  182.7610  Potaii.«iuiii  algiiiatr. 

(a)  Product.  Potassium  alginate. 

<b)  Conditions  of  tise.  This  substance 
is  generally  recognized  as  safe  when  used 
in  accordance  with  good  manufacturing 
practice. 

§  182.7724  Sodiiini  alginate. 

fa)  Product.  Sodium  alginate. 

<b)  Conditions  of  use.  This  substance 
is  generally  recognized  as  safe  when 
used  in  accordance  with  good  manufac¬ 
turing  practice. 


FMIT  184 — DIRECT  FOOD  SUBSTANCES 
AFFIRMED  AS  GENERALLY  RECOG¬ 
NIZED  AS  SAFE 

Subpart  A— Gcnaral  Provisions 

Sec. 

184  1  Substances  added  directly  to  hu¬ 
man  food  affirmed  as  generallr 
recognlaed  as  safe  (ORAS) . 

Subpart  S — Usttr«  of  Specific  Substartcos 
Aflirmad  as  CflAS 

184.1021  Benzoic  acid. 

184.1271  L-Cystelne. 

184.1272  X.-Cystelne  monohydrochloride 

184.1282  Dill  and  Its  derivatives. 

184.1283  Ethyl  aloohd. 

184.1317  Oarlic  and  Its  derivatives. 

184.1330  Acacia  (gum  arable). 

184.1333  Oumghattl. 

184.1339  Ouargum. 

184.1843  Locust  (carob)  bean  gum. 

184.1349  Karaya  gum  (sterculla  gum  i 
184.1351  Oum  tragacantta. 

184.1490  Methylparabcn. 

184.1660  Propyl  gallate. 

184.1670  Propylparaben. 

184.1699  Oil  of  rue. 

184.1733  Sodium  benzoate. 

184.1885  Sorbitol. 

184.1988  Bakers  yeast  extract. 

AcTHoamr:  Sec*.  409,  701.  52  SUt.  1055- 
1056  as  amended.  72  Stat.  1785-1788  as 
amended  (21  UB.C.  848.  871),  unless  other¬ 
wise  noted. 

Subpzft  A  General  Provisions 

§  124.1  Substaueew  aMod  direeUy  l«t 
luinum  food  utlirnsod  as  poitemUy 
roeognicod  as  eafe  (GRAS). 

<«)  The  4lirect  human  food  ingredi¬ 
ents  Usted  in  this  section  have  been  re¬ 
viewed  by  the  Fbod  and  Drug  Adminis¬ 
tration  and  determined  to  be  generally 
reoogniaed  as  safe  fGRAS)  for  the  pur¬ 
poses  and  under  the  conditions  pre¬ 
scribed.  The  regulations  in  this  section 
shall  sufBdenUy  describe  each  Ingre¬ 
dient  to  identify  the  characteristics  of 
the  Ingredient  that  has  been  afflrmed 
as  GRAS  and  to  differentiate  it  from 
other  posriUe  versions  of  the  ingredient 
that  have  not  been  affirmed  as  GRAS. 
fngredlentB  affirmed  as  GRAS  in  this 
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section  may  also  be  used  as  components 
of  articles  that  contact  food,  subject  to 
any  limitations  prescribed  in  Parts  174, 
175,  176,  177,  178,  or  §  179.45  of  this 
chapter  or  in  Part  186  of  this  chapter. 

<b)  Any  use  levels  included  in  this  sec¬ 
tion  represent  maximum  use  levels  under 
current  good  manufacturing  practices. 
This  section  does  not  authorize  addition 
of  any  level  of  an  ingredient  to  a  specific 
food  above  the  amount  reasonably 
necessary  to  accomplish  the  intended 
effect. 

(1)  If  the  ingredient  is  affirmed  as 
GRAS  with  no  limitation  other  than  good 
manufacturing  practice,  it  shall  be  re¬ 
garded  as  GRAS  if  its  conditions  of  use 
are  not  significantly  different  from  those 
reported  in  the  regulation  as  the  basis 
on  which  the  GRAS  status  of  the  sub¬ 
stance  was  affirmed.  If  the  conditions  of 
use  are  significantly  different,  such  use 
of  the  substance  may  not  be  GRAS.  In 
such  a  case,  a  manufacturer  may  not 
rely  on  the  regulation  as  authorizing  the 
use  but  must  independently  establish 
that  the  use  is  GRAS  or  must  use  the 
substance  in  accordance  with  a  food  ad¬ 
ditive  regulation. 

(2)  If  the  ingredient  is  affirmed  as 
GRAS  with  specific  limitation  (s) ,  it  shall 
be  used  in  food  only  within  such  limita¬ 
tion  (s),  including  the  category  of 
food(s),  the  functional  use(s)  of  the  in¬ 
gredient.  and  the  level(s)  of  use.  Any  use 
of  such  an  ingredient  not  in  full  com¬ 
pliance  with  each  such  established  limi¬ 
tation  shall  require  a  food  additive 
regulation. 

(3)  If  the  ingredient  is  affirmed  as 
GRAS  for  a  specific  use,  without  a  gen¬ 
eral  evaluation  of  use  of  the  ingredient, 
other  uses  may  also  be  GRAS. 

(c)  The  listing  of  a  food  ingredient 
In  this  section  does  not  authorize  the  use 
of  such  substance  in  a  manner  that  may 
lead  to  deception  of  the  consumer  or  to 
any  other  violation  of  the  act. 

(d)  The  listing  of  more  than  one  in¬ 
gredient  to  produce  the  same  techno¬ 
logical  effect  does  not  authorize  use  of  a 
combination  of  two  or  more  ingredients 
to  accomplish  the  same  technological 
effect  in  any  one  food  at  a  combined 
level  greater  than  the  highest  level  per¬ 
mitted  for  one  of  the  ingredients. 

(e)  If  the  Commissioner  of  Pood  and 
Drugs  is  aware  of  any  prior  sanction  for 
use  of  an  ingredient  under  conditions 
different  from  those  rwoposed  to  be  af¬ 
firmed  as  GRAS,  he  will  concurrently 
propose  a  separate  regulation  covering 
such  use  of  the  ingredient  under  Part  181 
of  this  chapter.  If  the  Commissioner 
is  unaware  of  any  such  applicable  prior 
sanction,  the  proposed  regulation  will  so 
state  and  will  require  any  person  who 
intends  to  assert  or  rely  cm  such  sanc¬ 
tion  to  submit  proof  of  its  existence.  Any 
regulation  promulgated  pursuant  to  this 
section  constitutes  a  determination  that 
excluded  uses  would  result  in  adultera¬ 
tion  of  the  food  in  violation  of  section  402 
of  the  act,  and  the  failure  of  any  person 
to  come  forward  with  proof  of  such  an 
applicable  prior  sanction  in  response  to 
the  proposal  will  constitute  a  waiver  of 
the  right  to  assert  or  rely  on  such  sanc¬ 
tion  at  any  later  time.  The  notice  will 


also  constitute  a  proposal  to  establish  a 
regulation  under  Part  181  of  this  chapter, 
incorporating  the  same  provisions,  in  the 
event  that  such  a  regulation  is  deter¬ 
mined  to  be  appropriate  as  a  result  of 
submission  of  proof  of  such  an  applicable 
prior  sanction  in  response  to  the  pro¬ 
posal. 

(f)  The  label  and  labeling  of  the  in¬ 
gredient  and  any  intermediate  mix  of 
the  ingredient  for  use  in  finished  food 
shall  bear,  in  addition  to  the  other  label¬ 
ing  required  by  the  act: 

( 1 )  The  name  of  the  ingredient. 

(2*  A  statement  of  concentration  of 
the  ingredient  in  any  intermediate  mix. 

(3>  Adequate  information  to  assure 
that  the  final  food  product  may  comply 
with  any  limitations  prescribed  for  the 
ingredient. 

Subpart  B — Listing  of  Specific  Substances 
Affirmed  as  GRAS 

§  184.1021  Benzoic  acid. 

(a)  Benzoic  acid  is  the  chemical  ben- 
zenecarboxylic  acid  (CtH«0,),  occurring 
in  nature  in  free  and  combined  forms. 
Among  the  foods  in  which  benzoic  acid 
occurs  naturally  are  cranberries,  prunes, 
plums,  cinnamon,  ripe  cloves,  and  most 
berries.  Benzoic  acid  is  manufactured 
by  treating  molten  phthalic  anhydride 
with  steam  in  the  presence  of  a  zinc  ox¬ 
ide  catalyst,  by  the  hydrolysis  of  benzo- 
trichloride,  or  by  the  oxidation  of  toluene 
with  nitric  acid  or  sodium  bichromate  or 
with  air  in  the  presence  of  a  transition 
metal  salt  catalyst. 

(b)  The  ingredient  meets  the  specifi¬ 
cations  of  the  Food  Chemicals  Codex.  2d 
Ed.  (1972)". 

(c)  The  ingredient  is  used  as  an  anti¬ 
microbial  agent  as  defined  in  S  170.3 (o> 
(2)  of  this  chapter,  and  as  a  flavoring 
agent  and  adjuvant  as  defined  in  §  170.3 
(o)(12)  of  this  chapter. 

(d)  The  ingredient  is  used  in  food  at 
levels  not  to  exceed  good  manufacturing 
practice.  Current  usage  results  in  a  max¬ 
imum  level  of  0.1  percent  in  food.  (The 
Food  and  I>rug  Administration  has  not 
determined  whether  significantly  dif¬ 
ferent  conditions  of  use  would  be  GRAS) . 

(e)  Prior  sanctions  for  this  ingredient 
different  from  those  uses  established  in 
this  section,  or  different  from  that  set 
forth  in  Part  181  of  this  chapter,  do  not 
exist  or  have  been  waived. 

§  184.1271  L-r.v»lrine. 

(a)  L-Cysteine  is  the  chemical  L-2- 
amino-3-mercaptopropanoic  acid  (C.H:- 
OJ4S). 

(b)  The  ingredient  meets  the  appro¬ 
priate  part  of  the  specification  set  forth 
in  the  Food  Chemicals  C(xlex,  2d  Ed. 
(1972)"  for  L-cysteine  monohydrochlo¬ 
ride. 

(c)  The  ingredient  is  used  to  supply 
up  to  0.009  part  of  total  L-cysteine  per 
100  parts  of  flour  in  dough  as  a  dough 
strengthener  as  defined  in  $  170.3(o)(6> 
of  this  chapter  in  yeast-leavened  baked 
goods  and  baking  mixes  as  defined  in 
§  170.3(n)  (1)  of  this  chapter. 

Copies  may  be  obtained  from:  The  Na¬ 
tional  Academy  of  Sciences,  9101  Constitu¬ 
tion  Ave.  NW..  Washington.  D.C.  20037, 


(d)  This  regulation  is  issued  prior  to 
a  general  evaluation  of  use  of  this  in¬ 
gredient  in  order  to  affirm  as  GRAS  the 
specific  use  named. 

§  184.1272  L-CvHleino  ninnohvdrorlilu- 
ridr. 

(a)  L-Cysteine  monohydrochloride  is 
the  chemical  L-2-amino-3-mercaptopro- 
panoic  acid  monohydrochloride  mono¬ 
hydrate  (CJItOJIS  HCfi  H.O). 

(b)  The  ingredient  meets  the  specifi¬ 
cations  of  Food  Chemicals  Codex,  2d  Ed. 
(1972)." 

(c)  The  ingredient  is  used  to  supply 
up  to  0.009  part  of  total  L-cysteine  per 
100  par.ts  of  flour  in  dough  as  a  dough 
strengthener  as  defined  in  §  170.3 (o)  (6) 
of  this  chapter  in  yeast-leavened  baked 
goods  and  baking  mixes  as  defined  in 
S  170.3(n)(l)  of  this  chapter. 

(d)  This  regulation  is  issued  prior  to 
a  general  evaluation  of  use  of  this  in¬ 
gredient  in  order  to  affirm  as  GRAS  the 
specific  use  named. 

§  184.1282  Dill  und  il!«  dcrivalivrti. 

(a)  Dill  (American  or  Euroi>ean)  is 
the  herb  and  seeds  from  Anethum  gra- 
veolens  L.,  and  dill  (Indian)  is  the  herb 
and  seeds  from  Anethum  scfwa,  D.C.  Its 
derivatives  include  essential  oils,  oleo- 
resins,  and  natural  extractives  obtained 
from  these  sources  of  dill. 

(o)  Dill  oils  meet  the  description  and 
specifications  of  the  Food  Chemicals  Co¬ 
dex,  2d  Ed.  (1972)." 

(c)  Dill  and  its  derivatives  are  used 
as  flavoring  agents  and  adjuvants  as  de¬ 
fined  in  §  170.3(0)  (12)  of  this  chapter. 

(d)  The  ingredients  are  used  in  food 

at  levels  not  to  exceed  good  manufac¬ 
turing  practice.  -  — 

(e)  The  requirement  of  §  184.1(f)  (2» 
is  optional. 

(f)  Prior  sanctions  for  these  ingredi¬ 
ents  different  from  (he  uses  established 
in  this  section  do  not  exist  or  have  been 
waived. 

§  184.1293  Elliyi  alcohol. 

(a)  Ethyl  alcohol  (ethanol)  is  the 
chemical  C.H  GH. 

(b)  The  ingredient  meets  the  speci¬ 
fications  of  the  Food  Chemicals  Codex, 
2d  Ed.  (1972)"  and  the  formula  require¬ 
ments  of  26  CFR  Part  212. 

(c)  The  ingredient  is  used  as  an  anti¬ 
microbial  agent  as  defined  in  §  170.3 (o) 
(2)  of  this  chapter  on  pizza  crusts  prior 
to  final  baking  at  levels  not  to  exceed 
2.0  percent  by  product  weight. 

(d)  This  regulation  is  issued  prior  to 
general  evaluation  of  use  of  this  ingredi¬ 
ent  in  order  to  affirm  as  GRAS  the  spe¬ 
cific  use  named. 

§  184.1317  Garlic  and  its  dorivativcA. 

(a)  Garlic  is  the  fresh  or  dehydrated 
bulb  or  cloves  obtained  from  Allium 
sativum,  a  genus  of  the  lily  family.  Its 
derivatives  include  essential  oils,  oleo- 
resins,  and  natural  extractives  obtained 
from  garlic. 

(b)  Garlic  oil  meets  the  specifications 
of  the  F(x>d  Chemicals  Codex,  2d  Ed. 
(1972)." 

(c>  Garlic  and  its  derivatives  are  used 
as  flavoring  agents  and  adjuvants  as  de- 
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lined  In  S  170.3(o)(12)  of  this  chapter. 

(d)  Tlie  ingredients  are  used  in  food 
at  levels  not  to  exceed  good  manufactur¬ 
ing  practice. 

(e)  The  requirement  of  S  184.1  (f)  (2) 
is  optional. 

(f)  Prior  sanctions  for  this  ingredient 
different  from  the  uses  established  in 
this  section  do  not  exist  or  have  been 
waivMl. 


S  114.1330  Acacia  (gwa  arahic). 

(a)  Acacia  (gum  arable)  Is  the  dried 
gummy  exudate  from  steins  and 
branches  of  trees  of  various  species  of 
the  genus  Acacia,  family  Leguminosae. 

(b)  The  ingredient  meets  specifica¬ 
tions  of  the  Pood  Chemicals  Codex,  9d 
Ed.  (1972).“ 

(c)  The  ingredient  is  used  in  food 
under  the  following  conditions: 


Maximum  uitage  levels  permitted 

Food  (OB  aurvod)  I’Krornt  Fuiictiou 


BeT«ragcs  ftud  Imverasr  »«'.  IT0.3(ii)  2.0 

(8)  ot  this  chapltu*. 


ChewlneKum.  S(>o.  170.3(i))(0)  of  IliiSfliapter 


CoiifecUons  and  (roatiiiKS.  aw.  170.3(ii)(9)  u(  12,  4 
thia  chapter. 

Dairy  product  aiudoKa,  .sw.  17aS(ii)(10)  of  1.3 
thia  cnaptcr.  -- 

Fats  and  oils,  sec.  170.3(ii)  (12)  oX  tliisohaptcr  .  I.  .5 

Oriatbia,  puddings,  aitd  lUIiiiga,  aoc.  170.3(n^  2. 3 

(22)  of  this  chapter. 

Hard  candy  and  cough  dro|is,  ace.  170.3(ii)  40. 5 

(3I»  of  this  chapter. 

Nuts  and  nut  products,  sec.  170.S(n)(32)  of  8.3 
this  chapter. 

Snack  foo«,  sec.  170.3(n)(S7)  of  this  chaptw..  4. 0 

Soft  citndy,  sec.  170.3(n)(38)  of  this  cha|)ter  .  815.0 


All  olhtT  fiKx!  <'ai<v<Hi>-s  ..  .  ...  1.0 


Kiuitlsirk-r  and  emulsifier  aUt,  sec.  170A(o)'8)  of  this 
choiHcr.  flavoring  agent  and  adjuviuit,  sec.  170A(o)(t2) 
of  this  chapter;  fomiutation  aid.  see.  l7tl.S(o)(14)  of  this 
chaitter,  stabiliser  aitd  thickener,  sec.  170.3(o)t28)  of  this 
i-haptejr. 

Flavoring  agent  and  adiuvant,  sec.  170.3(o)(12)  of  this 
ctcipter;  fonuulation  aid,  sec.  170.3(o)(14)  of  this  chapter; 
hiiinectant,  sec.  170.3(o)(l<l)  of  this  chapter;  sumoe* 
Unistiing  agent,  see.  I7a3(o)(30)  of  this  chsmtex. 

Foriiiulalion  aid,  sec.  170.S(o)(14>  of  this  chapter;  stabiliser 
and  thickener,  sec.  170.S(o)(28)  of  this  chapter;  surface* 
Unishing  agent,  sec.  l70.S<o)(l0)  of  this  chapter. 

Form’ll  vtion  aid,  sec.  170.3(o)(14)  of  this  chapter;  stabiliser 
and  thickener,  sec.  170.3(0)  (28)  of  this  chapter. 

Fonii'ilation  aid,  see.  170.3(o)(14)  of  this  cha^r;  stabiliser 
and  thickener,  sec.  170.S(o)(28)  of  this  ehimter. 

Kmubilkn  and  emulsiner  salt,  sec.  170.3(o)(8)  of  this  chai^ 
ter:  formulation  aid.  sec.  170.S(o)(l4)  of  this  chapter; 
staniliser  and  thickener,  sec.  170.3(o)(28)  of  this  chapter. 

Flavoring  agent  ani  adiuvant,  sec.  170.3(o)(12)  of  this 
cliapter;  formulation  aid,  sec.  t70.3(o)(14)  of  this  chapter. 

Formulation  aid,  sec.  170.3(o)(lt)  of  this  chapter;  stuihee- 
(Liishing  agent,  sec.  l70.3(o)(S0)  of  this  chapter. 

Emulsifier  and  emuhitier  salt,  sec.  173.S(o)(8)  of  this  chap¬ 
ter:  formulation  aid,  sec.  170.3(o)(14)  of  this  chapter. 

Rmuldtler  and  emulsifier  salt,  sec.  170.3(o)(8)  of  this  chap¬ 
ter;  firming  agent,  sec.  170.3(o)(l0)  of  this  chapter;  flavor¬ 
ing  agent  mid  adjuvant,  sec.  170.3(o)(12)  of  this  chapter; 
formulation  aid,  sec.  lT0.3(o)(14)  of  this  cliapter,  humec- 
tant,  sen.  170.S(o)(18)  of  this  cliapter;  stabiliser  and 
thickener,  sec.  170.3(0)  (28)  of  this  chapter;  surface¬ 
finishing  agent,  sec.  170.3(o)(30)  of  this  chapter. 

Rmubifier  iuhI  emuldfler  salt,  sec.  170.S(o)(8)  of  thi.s 
cliapter;  flavoring  agent  and  adjuvant,  sec.  11^8(o)(12) 
of  tills  chapter;  f'jrmulation  aid,  sec.  170.3(o)(t4)  at  this 
cliapter;  processing  aid,  sec.  170.3(o)(3t)  of  this  ebapteg; 
stabiliser  and  thickener,  sec.  170.3(o)(28)  of  this  chapter; 
surface-finishing  agent,  sec.  170.3(o)(30)  of  this  chapter; 
tcxturiier,  sec.  170.3(o)(32)  of  this  chapter. 


(d)  The  requirement  of  §  184.1  «f)  (2) 
Is  optional. 

(e)  Prior  sanctions  for  this  Ingredient 
different  from  the  uses  established  in  this 
secUon  do  not  exist  or  have  been  waived. 

§  184.1333  Cum  gliatti. 

(a)  Oum  ghatti  (Indian  gum)  is  an 
exudate  from  wounds  in  the  bark  of 
Anogetssus  latifolia,  a  large  tree  found 
in  the  dry  deciduous  forests  of  India  and 
Ceylon. 

(b)  The  ingredient  complies  with  the 
following  siiecificatlons: 

(1)  Viscosity  of  a  1 -percent  solution. 
Not  less  than  the  minimum  or  within  the 
range  claimed  by  the  venden*. 

(2)  Limits  of  impurities — (i)  Arsenic 
(as  AL) .  Not  more  than  3  parts  per  mll- 
Moti  (0.0003  percent) ; 

(11)  Ash  (acid-insoluble).  Not  more 
than  1.75  percent; 


(ill)  Ash  (total).  Not  more  than  6.0 
percent; 

(iv)  Heavy  metals  (as  Pb).  Not  more 
than  40  parts  per  million  (0.004  percent) ; 
and 

(v)  Lead.  Not  more  than  10  parts  per 
million  (0.001  percent). 

(3)  Loss  on  drying.  Not  more  than  14 
percent  dried  at  105*  C  for  5  hours. 

(4)  Identification  test.  Add  0.2  ml  of 
diluted  lead  subacetate  (basic  lead  ace¬ 
tate,  AOAC.  12th  Ed.  1975,  Section  31.164 
(b) )  ’  to  5  ml  of  a  cold  1-in-lOO  aqueous 
solution  of  the  gum.  An  immediate,  vol¬ 
uminous,  opaque  precipitate  indicates 
acacia.  A  small  precipitate  or  clear  solu¬ 
tion  which  produces  an  opaque  flocculent 
precipitate  upon  the  additifxi  of  1  ml  of 
3N  ammonium  hydroxide  indicates  giun 
ghatti. 

(c)  The  ingredient  is  used  in  food 
under  the  following  conditions;. 


Maximum  usage  levels  pt-rmitted 


Food  (as  served)  Percent 


Function 


Beverages  and  lieverage  liases,  nonalcoholic. 

see.  170J(n)(S)  of  this  chapter. 

All  ^hcr  food  categories . . . 


a  2  Emulsifier  and  emulsifier  salt,  sec.  17<kS(o)(8)  of  this 
chapter. 

.1  Binnkdficr  and  emulsifier  salt,  sec.  1704(o)(8)  of  this 
chapter. 


Copies  may  be  obtained  from:  The  Na-  <  Copies  may  be  obtained  from:  Aesociatlon 
tional  Academy  of  Sciences,  2101  Oonstltu-  of  Ofliclal  Analytical  Chemists,  P.O.  Box  S40, 
tton  Are.  NW.,  Washington.  D.C.  20037.  Benjsunln  Franklin  Station,  Washington.  D.C 

20044. 
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(d)  Prior  sanctions  for  this  ingredient 
different  from  the  uses  established  in  this 
section  do  not  exist  or  have  been  waived. 

§  184.1S39  Guar  gum. 

(a)  Guar  giun  is  the  natural  substance 
obtained  from  the  maceration  of  the  seed 
of  the  guar  plant,  Cyamopsis  tetra- 


ffonoloba  (Linne)  Taub.,  or  Cyamoptis 
psoraloides  ^Lam.)  D.C. 

(b)  The  Ingredient  meets  specifications 
of  the  Food  Chemicals  Codex.  2d  Ed. 
(1972).” 

(c)  The  ingredient  is  used  in  food  un¬ 
der  the  following  conditions: 


Maj-imum  usage  Icrels  pmuiUed 


FikkI  (as  s<Tved)  Pen-eiit 


Kuuctioii 


Baked Koods and bakiiif; mixes. str.  lT0.3(,n>(l)  0.S5 

of  this  chapter. 

Breakf^  cereals,  sec.  170.3(n)(4)  ortliiscliap-  1.  2 
ter. 

Ohe^,  sec.  170.8(:lK.‘i)  of  this  chapter _  .  8 

Dairy  products  aiuilogs,  sec.  170.3(n)(10i  of  1.0 
this  chapter. 

Fatsandoils.sec.l70.3(n)(12)ortlus  cliapler.  2.0 

(iravies  and  sauces,  sec.  170.3tii)(24)  of  this  1.2 

chapter. 

Jams  and  Jellies,  commercial,  sec.  170.8(n)(28)  1. 0 

of  tills  chapter. 

Milk  products,  sec.  170.3(n)(31)  of  this  clia|>-  .6 
ter. 

Proceased  recetaltles  and  TCRetaide  juices,  2.0 
sec.  170.S(n)(36)  of  tliis  chapter. 

Soups  and  soup  mixes,  sec.  170.3(n)  (40)  of  tliis  .  8 

chapter.  • 

Street  sauces,  toptiing.-i  and  s>Tups.  sec.  170.3  1. 0 

(n)(43)  of  this  chapter. 

All  other  food  categories  .  ..5 


Emulsifier  and  emulsifier  salts,  sec.  170.3(o)(H)  of  this 
chapter;  formulation  aid,  sec.  I70.3(o)(l4)  of  tliis  cliapter; 
staliilixcr  and  thickener;  sec.  lT0.3(o)(28)  of  tliis  chapter. 

Formulation  aid.  sec.  170.3(o)(14)  cf  this  chapter;  stabilizer 
and  thickener,  sec.  170.3(o)(28)  of  this  cliapter. 

Do. 

Firming  agent,  sec.  170.3(o)(10t  of  tliis  cliapter;  formula¬ 
tion  aid,  sec.  170.3(o)(t4)  of  this  chapter;  stabilizer  and 
thickener,  si*c.  170.3(o)(28)  of  this  cliapter. 

Do. 

Formulation  aid.  sec.  170.3to)(14)  of  this  chapter;  sta'iilizer 
and  thickener,  sec.  170.S(o)(28)  of  tliis  chapter. 

Do. 

Do. 

Formulation  aid,  sec.  I70.3iui(14)  of  t his  chapt cr;  stabilizer 
and  tliickciier,  si-c.  170.3(o)(28)  of  this  chaiitcr. 

Do. 

Do. 

Emulsifier  and  ciiiulsiricr  salts,  sec.  170.3(o)t8)  of  this 
chapter;  tirmiiig  agent,  sec.  17U.8(o)(10)  of  tliis  chapter; 
formulation  aid,  sec.  17ti.3(o)(14)  of  this  chapter;  stabilizer 
and  tliickeniT,  sec.  I7U.3(o)(%)  of  this  chapter. 


(t3)  The  requirement  of  5  184.1(f)(2) 
is  optional. 

(e)  Prior  sanctions  for  this  ingredient 
different  from  the  uses  established  in 
this  section  do  not  exist  or  have  been 
waived. 

§  184.1343  Locust  (rurob)  bean  gum. 

(a)  Locust  (carob)  bean  gum  is  pri¬ 
marily  the  macerated  endosperm  of  the 


seed  of  the  locust  (carob)  bean  tree. 
Ceratonia  srliqua  (Linne)  a  leguminous 
evergreen  tree,  with  lesser  quantities  of 
seed  coat  and  germ. 

(b)  The  ingredient  meets  the  speci¬ 
fications  of  the  Food  Chemicals  Codex, 
2d  Ed.  (1972)." 

(c)  The  ingredient  is  used  at  levels  not 
to  exceed  the  following  maximum  levels: 


MttTtmum  usage  levels  permitted 


Food  (as  served)  J’Crceiit  Fuuctlon 


Baked  goods  and  baking  mixes,  sec.  170.3  0. 15 

(n)(l)  of  this  chapter. 

Beverages  and  (leverage  bases,  nonalcoholic,  .  25 
sec.  iro.3<a)(3)  of  this  chapter. 

riieeses,  sac.  170.3(n)(5)  of  ttiks  chapter .  .  8 

Uelatina,  puddings,  and  fillings,  sec.  170.3(n)  .  75 

(22)  of  this  chapter. 

Jams  and  Jellies,  commercial,  sec.  170.3(n)(28)  .75 

Hi  this  (^pter. 

AU  other  food  oategories . .  .  5 


(d)  The  requirement  of  §  184.1(f)(2) 
is  optional. 

(e)  Prior  sanctions  for  this  ingredi¬ 
ent  different  from  the  uses  established 
in  this  regulation  do  not  exist  or  have 
been  waived. 

§  184.1349  Karaya  gum  (sterculia 
gum). 

(a)  Karaya  gum  (sterculia  gum)  is 


Stabilizer  and  tliickiner,  sec.  170.3(o)(28)  of  this  chapter. 

Do. 

Do. 

Do. 

Do. 

Do. 

the  dried  gummy  exudate  from  the 
trunk  of  trees  of  various  species  of  the 
genus  Sterculia. 

(b)  The  ingredient  meets  the  speci¬ 

fications  of  the  Pood  Chemicals  Ccxlex, 
2d  Ed.  (1972)."  , 

(c)  The  ingredient  is  used  in  food 
under  the  following  conditions: 


Alaxitnum  usage  levels  permitted 


Food  (as  served)  Percent 


Function 


Froicn  dairy  deaserts  and  mixes,  sec.  170.3  ■ 
(n)(20)  of  this  chapter. 

Milk  products,  sec.  170.3(n)(31)  of  this 
chapter. 

'  Soft  candy,  sec.  170.3(ii)(38)  of  tlii.s  cliapter... 


AU  other  food  categories. 


0,3  Fonnulation  aid,  sec.  170.3(o)(14)  of  this  cliapter;  stabilizer 
and  thickener,  sec.  17n..'l(o)(28)  of  this  chapter. 

.02  Stabilizer  and  thickener,  sec.  170.3(o)(28)  of  this  chapter. 

.9  Emulsitier  and  emulsiner  .salt,  sec.  170.3(o)(8)  of  this  cliap- 
ter;  stabilizer  and  thickener,  sec.  170.3(o)(28)  of  this 
chapter. 

.002  Fonnulation  aid,  sec.  170.3(o)(14)  of  tliis  chapter;  stabilizer 
and  thickener,  sec.  170.3(o)(28)  of  this  chapter. 


44 Copies  may  be  obtained  from:  The  National  Academy  of  Sciences,  2101  Constitution 
Ave.  NW„  Washington,  D.C.  20037. 
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(d)  TTie  reqiiirement  of  S  184.1(f)(2) 
is  oiTtUmal. 

(e)  Prior  sanctions  for  this  ingredient 
different  from  the  uses  established  in 
this  section  do  not  exist  or  have  been 
waived. 

§  184.1351  Com  tragacanih. 

(a)  Guam  tragacanth  is  the  exudate 
Maximum  umge 

Food  (as  served)  Percent 


from  (me  of  several  species  of  Astragalus 
gummifter  Labillardiere,  a  shrub  that 
grows  wild  in  mountainous  regions  of 
the  Mid(ile  East. 

(b)  The  ingredient  meets  the  specifi¬ 
cations  of  the  Pood  and  Chemicals 
Codex.  2d  Ed.  (1972)  ’* 

(c)  TTie  ingredient  is  used  in  food  un¬ 
der  the  following  conditions: 

levelH  permitted 

Function 


Baked  Roods  and  bakiiiR  niix<>s,  set*.  170.3  Ol  2 
(n)(l)  at  this  chapter. 

Condiments  and  relishes,  sec.  I70.3(n>(8)  of  .7 

this  chapter. 

Fats  and  oite,  sec  170.3(n)(l2)  of  this  chapter..  1. 3 

Oravies  and  sauc««,  arc.  170.3<n)(24)  of  this  .  8 

chapter. 

Meat  products,  see.  lT0.3(n)(J9)  of  this  .2 

chapter. 

Processed  'rafts  and  fruit  juices,  sec.  170.3(n)  .  3 

(35)  of  this  chapter. 

All  other  food  categories .  .1 


Binulsitler  and  emulsifier  salt,  sec.  170.3(o)(8)  of  this  (Chap¬ 
ter:  formulation  aid,  sec.  170.3(o)(M)  of  this  chapter; 
stabiliser  and  tliickeuer,  sec.  170.3(o)(28)  of  this  chapter. 

Do. 

Do 

Do. 

Formulation  aid,  sec.  170.3(o)(14)  of  this  chapuv,  sutliiliser 
and  thickener,  sec.  170.3(o)(28)  of  this  chapter. 

Emulaifler  and  emulsifier  salt,  sec.  170j<o)(8)  of  this 
chapter;  formulation  aid.  sec.  170A(o)(I4)  of  this  chapter; 
stabiliser  and  thickener,  sec.  170.3(o)(28)  of  this  chaiUer. 

Do. 


(d)  Hie  requirement  of  §  184.1(f)(2) 
is  optional. 

(e)  Prior  sanctions  for  this  ingredient 
different  from  the  uses  established  in  this 
section  do  not  exist  or  have  been  waived. 

§  184.1490  MethyIpamlH*n. 

(a)  Methylparaben  is  the  chemical 
methyl  p-hydroxybenzoate.  It  is  pro¬ 
duced  by  the  methanol  esterification  of 
p-hydroxybenzoic  acid  in  the  presence 
of  sulfuric  acid,  with  subsequent  distil¬ 
lation. 

(b)  The  ingredient  meets  the  specifi¬ 
cations  of  the  Food  Chemicals  Codex. 
2d  Ed.  (1972).“ 

(c)  The  ingredient  is  used  as  an  anti¬ 
microbial  agent  as  defined  in  §  170.3(o) 
(2)  of  this  chapter. 

(d)  The  ingredient  is  used  in  fo<xl 
at  levels  not  to  exceed  g(XMl  manufac¬ 
turing  practices.  CTurrent  gcHXl  manu¬ 
facturing  practice  results  in  a  maximum 
levd  of  0.1  percent  in  food. 

(e)  Prior  sanctions  for  this  ingredient 
different  from  the  uses  established  in  this 
regulation  do  not  exist  or  have  been 
waived. 

§  184.1660  Propyl  pallatr. 

(a)  Propyl  gallate  is  the  n-propylester 
of  S,4,5-trihydroxybenzoic  acid  (Cm 
Hi^Os) .  Natural  occurrence  of  propyl  gal¬ 
late  has  not  been  reported.  It  is  commer¬ 
cially  prepared  by  esterification  of  gallic 
acid  with  propyl  alcohol  followed  by  dis¬ 
tillation  to  remove  excess  alcohol, 
r  (b)  The  Ingredient  meets  .the  specifica¬ 
tions  of  the  Fo(xl  Chemietds  Codex,  2d 
Ed.  (1972).“ 

(c)  The  Ingredient  is  used  as  an  anti¬ 
oxidant  as  defined  in  il70.3(o)(3)  of 
this  chapter. 


Copies  may  be  obtained  from:  Tbe  Na¬ 
tional  Academy  of  Sciences,  3101  Constitu¬ 
tion  Ave.  NW..  Washington.  D  C.  30037. 


(d)  The  ingredient  is  used  in  food  at 
levels  not  to  exceed  go(xi  manufacturing 
practice.  Chirrent  usage  results  in  a  maxi¬ 
mum  level  of  0.015  percent  in  food.  (The 
F(X)d  and  Drug  Administration  has  not 
determined  whether  significantly  differ¬ 
ent  cfxiditions  of  use  would  be  GRAS.) 

(e)  Prior  sanctions  tor  this  ingredient 
different  from  the  uses  established  in  this 
section,  or  (iifferent  from  that  stated  in 
Part  181  of  this  chapter,  do  not  exist  or 
have  been  waived. 

§  184.1670  Propylparaben. 

(a)  Propylparaben  is  the  chemical 
propyl  p-hydroxybenzoate.  It  is  produced 
by  the  n-prc^ianol  esterification  of  p-hy¬ 
droxybenzoic  acid  in  the  presence  of  sul¬ 
furic  acid,  with  subsequent  distillation. 

(b)  The  ingredient  meets  the  specifi¬ 
cations  of  the  Fo(xi  Chemicals  Codex  2d 
Ed.  (1972).“ 

(c)  The  ingredient  is  used  as  an  anti¬ 
microbial  agent  as  defined  in  S  170.3(o) 
(2)  of  this  chapter. 

(d)  TTie  ingreciient  is  used  in  f(xxi  at 
levels  not  to  exceed  g<xxi  manufacturing 
practices.  Current  g(x>d  manufacturing 
practice  results  in  a  maximum  level  of 
0.1  percent  in  food. 

(e)  Prior  sanctions  for  this  ingredient 
different  fr(xn  the  uses  established  in  this 
regulation  do  not  exist  or  have  been 
waived. 

§  184.1699  OU  of  rue. 

(a)  Oil  of  rue  is  the  natural  substance 
obtained  by  steam  distillation  of  the  fresh 
blossoming  plants  of  rue.  the  perennial 
herb  of  several  species  of  Ruta — Ruta 
montana  L.,  -Ruta  graveolens  L..  Ruta 
bracteosa  L.,  and  Ruta  calepensis  L. 

(b)  Oil  of  rue  meets  the  specifications 
of  the  Pood  Chemicals  Codex,  2d  Ed. 
(1972).“ 

(c)  TTie  ingredient  is  used  in  fo(xl  un¬ 
der  the  following  conditions:  * 
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Ifcmmum  usa^e  IcveU  pemmtei 


Food  (as  served) 


Parts  per 
million 


Fnnctioa 


Raked  goods  and  baking  niixM,  sec.  170.3(n) 
(1),  of  this  chapter. 

Frozen  dairy  desserts  and  mixes,  sec.  170.3 
(n)(20)  of  this  chapter. 

Soft  candy,  sec.  170.3(n)(38)  of  this  chapter. . 
A!1  ot  lie*  food  categories . . 


10  Flavoring  agent  and  adjuvant,  sec.  170.3(o)(12)  of  this 
chapter. 

10  Do. 


Do. 

Do. 


(di  Prior  sanctions  for  this  ingredient 
different  from  the  uses  established  in 
this  section  do  not  exist  or  have  been 
waived. 

§  184.1733  Sodium  benzoate. 

(a)  Sodium  benzoate  is  the  chemical 
benzoate  of  soda  (CrHsNaO:),  produced 
by  the  neutralization  of  benzoic  acid  with 
sodium  bicarbonate,  sodium  carbonate, 
or  sodium  hydroxide.  ITie  salt  is  not 
found  to  occur  naturally. 

(b)  The  ingredient  meets  the  speci¬ 
fication  of  the  Food  Chemicals  Codex,  2d 
Ed.  (1972).“ 

(c)  The  ingredient  is  used  as  an  anti¬ 
microbial  agent  as  defined  in  S  170.3 
(o)  (2)  of  this  chapter,  and  as  a  flavoring 
agent  and  adjuvant  as  defined  in  §  170.- 
3(0)  (12)  of  this  chapter. 

(d)  The  ingredient  is  used  in  food  at 
levels  not  to  exceed  good  manufacturing 
practice.  Current  usage  results  in  a  maxi¬ 
mum  level  of  0.1  percent  in  food.  (The 
Food  and  Drug  Administration  has  not 
determined  whether  significally  dif¬ 
ferent  conditions  of  use  would  be  GRAS.) 

(e)  Prior  sanctions  for  this  ingredient 
different  f  rcxn  the  uses  established  in  this 
section,  or  different  from  that  set  forth 
in  Part  181  of  this  chapter,  do  not  exist 
or  have  been  waived. 

§  184.1835  Sorbitol. 

(a)  Sorbitol  is  the  chemical  1,2,3, 4.5.6- 
hexanehexol  (C JIkO*)  ,  a  hexahydric  al¬ 
cohol.  differing  from  mannitol  princi¬ 
pally  by  having  a  different  optical  rota¬ 
tion.  Sorbitol  is  produced  by  the  electro¬ 
lytic  reduction,  or  the  transition  metal 
catalytic  hydrogenation  of  sugar  solu¬ 
tions  containing  glucose  or  fructose. 

(b)  The  ingredient  meets  the  specifi¬ 
cations  of  the  Pood  (Chemicals  Codex.  2d 
Ed.  (1972)." 

(c)  The  ingredient  is  used  as  an  anti¬ 
caking  agent  and  free-flow  agent  as  de¬ 
fined  in  §  170.3(0)  (1)  of  this  chapter, 
curing  and  pickling  agent  as  defined  in 
§  170.3(0)  (5)  of  this  chapter,  drying 
agent  as  defined  in  S  170.3 (o)  (7)  of  this 
chapter,  emulsifier  and  emulsifier  salt  as 
defined  in  S  170.3 (o)  (8)  of  this  chapter, 
firming  agent  as  defined  in  §  170.3(o) 
(10)  of  this  chapter,  flavoring  agent  and 
adjuvant  as  defined  in  S  170.S(o)  (12)  of 
this  chapter,  formulation  aid  as  defined 
in  §  170.3(0)  (14)  of  this  chapter,  humec- 
tant  as  defined  in  §  170.3(o)  (16)  of  this 
chapter,  lubricant  and  release  agent  as 
defined  in  §  170.3  (o)  (18)  of  this  chapter, 
nutritive  sweetener  as  defined  in 
§  170.3(0)  (21)  of  this  chapter,  seques- 


"  Copies  may  be  obtained  from:  The  Na¬ 
tional  Academy  of  Sciences,  2101  Constitu¬ 
tion  Ave.  NW.,  Washington.  D.C.  20037. 


trant  as  defined  in  S  170.3(o)  (26)  of  this 
chapter,  stabilizer  and  thickener  as  de¬ 
fined  in  §  170.3(0)  (28)  of  this  chapter, 
surface-finishing  agent  as  defined  in 
§  170.3(0)  (30)  of  this  chapter,  and  tex- 
turizer  as  defined  in  §  170.3(o)  (32)  of 
this  chapter. 

(d)  The  ingredient  is  used  in  food  at 
levels  not  to  exceed  gcxKi  manufacturing 
practices.  Current  good  manufacturing 
practice  in  the  use  of  sorbitol  results  in 
a  maximum  level  of  99  percent  in  hard 
candy  and  cough  drops  as  defined  in 
§  170.3(n)  (25)  of  this  chapter,  75  percent 
in  chewing  gum  as  defined  in  §  170.3(n) 
(6)  of  this  chapter,  98  [lercent  in  soft 
candy  as  defin^  in  $  170.3(n)  (38)  of 
this  chapter,  30  percent  in  nonstandard- 
ized  jams  and  jellies,  commercial,  as  de¬ 
fined  in  S  170.3(n)  (28)  of  this  chapter. 
30  percent  in  baked  goods  and  baking 
mixes  as  defined  in  §  170.3(n)  (1)  of  this 
chapter,  17  percent  in  frozen  dairy  des¬ 
serts  and  mixes  as  defined  in  §  170.3  (n) 
(20)  of  this  chapter,  and  12  percent  in 
all  other  foods. 

(e)  The  label  and  labeling  of  food 
whose  reasonably  foreseeable  consump¬ 
tion  may  result  in  a  daily  ingesticm  of 
50  grams  of  sorbitol  shall  bear  the 
statement:  “Excess  consumption  may 
have  a  laxative  effect.” 

(f)  Prior  sanctions  for  this  ingredient 
different  from  the  uses  established  in 
this  regulation  do  not  exist  or  have  been 
waived. 

§  184.1983  Bakers  yeast  exiraet. 

(a)  Bakers  yeast  extract  is  the  food 
ingredient  resulting  from  concentration 
of  the  solubles  of  mechanically  ruptured 
cells  of  a  selected  strain  of  yeast,  Saccha- 
romyces  cerevisiae.  It  may  be  concen¬ 
trated  or  dried. 

(b)  The  ingredient  meets  the  follow¬ 
ing  specifications  on  a  dry  weight  basis: 
Less  than  0.4  part  per  milllcm  (ppm) 
arsenic,  0.13  ppm  cadmium,  0.2  ppm  lead. 
0.65  ppm  mercury,  0.09  ppm  selenium, 
and  10  imm  zinc. 

(c)  The  viable  microbial  content  of 
the  finished  ingredient  as  a  concentrate 
or  dry  material  is: 

(1)  Less  than  10,000  organisms  ^gram 
by  aqrobic  plate  count. 

(2)  Less  than  10  yeasts  and  molds/ 
gram. 

(3)  Negative  for  Salmonella.  E.  coli, 
coagulase  positive  Staphylococci.  Clos¬ 
tridium  perfringens.  Clostridium  botu- 
linum,  or  any  other  recognized  microbial 
pathogen  or  any  harmful  microbial 
toxin. 

(d)  The  ingredient  is  used  as  a  flavor¬ 
ing  agent  and  adjuvant  as  defined  in 
S  170.3(0)  (12)  of  this  chapter  at  a  level 
not  to  exceed  5  percent  in  food. 


(e)  nils  regulation  Is  issued  prior  to 
general  evaluation  of  use  of  this  ingre¬ 
dient  In  order  to  affirm  as  GRAS  the 
specific  use  named. 


PART  186— INDIRECT  FOOD  SUB¬ 

STANCES  AFFIRMED  AS  GENERALLY 

RECOGNIZED  AS  SAFE 

Subpart  A — Genaral  Provisions 

Sec. 

186.1  Substances  in  food -contact  sur¬ 
faces  aflirmed  as  generally  rec¬ 
ognized  as  safe  (ORAS). 

Subpart  B — Listing  of  Specific  Substances 
Affirmed  as  GRAS 

186.1330  Acacia  (gum  arable). 

186.1339  Ouar  g\im. 

186.1343  Locust  (carob)  bean  gum. 

186.1673  Pulp. 

Authokitt:  Secs.  201  (s).  409,  701(a),  52 
Stat.  1055,  72  Stat.  1784-1788  as  amended 
(21  U.S.C.  321(8),  348,  371(a)). 

Subpart  A — General  Provisions 

§  186.1  Subetanres  in  food-contact  sur¬ 
faces  affirmed  as  generally  recog¬ 
nized  as  safe  (GRAS). 

(a)  The  indirect  human  food  ingredi¬ 
ents  listed  in  this  section  have  been  re¬ 
viewed  by  the  Food  and  Drug  Adminis¬ 
tration  and  determined  to  be  generally 
recognized  as  .safe  (GRAS)  for  the  pur¬ 
poses  and  under  the  conditions  pre¬ 
scribed.  The  regulations  in  this  sec¬ 
tion  shall  sufficiently  describe  each  in¬ 
gredient  to  identify  the  characteristics 
of  the  ingredient  that  has  been  affirmed 
as  GRAS  and  to  differentiate  it  from 
other  possible  versions  of  the  ingredient 
that  have  not  been  affirmed  as  GRAS. 

(b)  This  section  does  not  authorize  di¬ 
rect  addition  of  any  food  ingredient  to 
a  food.  It  authorizes  only  the  use  of 
these  ingredients  as  indirect  ingredients 
of  food,  through  migration  from  their 
immediate  wrapper,  container,  or  other 
fo(xl-contact  surface.  Any  migration  or 
use  levds  included  in  this  section  rep¬ 
resent  maximum  levels  under  current 
good  manufacturing  practice. 

(1)  If  the  ingredient  is  affirmed  as 
GRAS  with  no  limitation  other  than  good 
manufacturing  practice,  it  shall  be  re¬ 
garded  as  GRAS  if  its  condition&of  use 
are  not  significantly  different  from  those 
reported  in  the  regulation  as  the  basis 
on  which  the  GRAS  status  of  the  sub¬ 
stance  was  affirmed.  If  the  conditions  of 
use  are  significantly  different,  such  use 
of  the  substance  may  not  be  GRAS.  In 
such  a  case,  a  manufacturer  may  not  rely 
on  the  regulation  as  authorizing  the  use 
but  must  independently  establish  that 
the  use  is  GRAS  or  must  use  the  sub¬ 
stance  in.  accordance  with  a  food  addi¬ 
tive  regulation. 

(2)  If  the  ingredient  is  affirmed  as 
GRAS  with  specific  limitation (s) ,  it  shall 
be  used  in  food-contact  surfaces  only 
within  such  limitation (s),  including  the 
category  of  food-contact  surface(s),  the 
functional  use(s)  of  the  ingredient,  and 
the  level(s)  of  use.  Any  use  of  such  an. 
ingredient  not  in  full  compliance  with 
each  such  established  limitation  shall 
require  a  food  additive  regulation. 

(3)  If  the  ingredient  is  affirmed  as 
GRAS  for  a  specific  use,  prior  to  gen- 
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mil  evaluation  of  use  of  the  ingredient, 
other  uses  may  also  be  ORAS. 

<c)  The  listing  of  a  food  ingredient 
in  this  secti(m  does  not  authorize  the 
use  of  such  substance  for  the  purpose 
of  adding  the  ingredient  to  the  food 
through  extraction  from  the  food-con- 
tact  surface. 

(d>  The  listing  of  a  food  ingredimt  in 
this  secii<m  does  not  authorize  the  use  of 
such  substance  in  a  manner  that  may 
lead  to  dec^tion  of  the  consumer  or  to 
any  other  vicdation  of  the  act. 

<e)  If  the  Commissioner  of  Food  and 
Drugs  is  aware  of  any  prior  sanction 
for  use  of  an  ingredient  under  condi¬ 
tions  different  from  those  proposed  to 
be  affirmed  as  GRAS,  he  will  concur¬ 
rently  propose  a  separate  regulation 
covering  such  use  of  toe  ingredient  un¬ 
der  Part  181  of  this  chapter.  If  the  Com- 
mi6si<mer  is  imaware  of  any  such  ap¬ 
plicable  prior  sanction,  toe  iKoposed 
regulation  will  so  state  and  will  require 
any  person  who  intends  to  assert  or  rely 
on  such  sanction  to  submit  proof  of  its 
existence.  Any  regulation  promulgated 
pursuant  to  this  section  constitutes  a 
determination  that  exclixled  uses  would 
result  hi  adulteration  of  the  food  in  vio¬ 
lation  of  section  402  of  the  act,  and  the 
failure  of  any  perscm  to  come  forward 
with  proof  of  such  an  applicable  prior 
sanction  in  response  to  toe  ixoposal  will 
constitute  a  waiver  of  the  right  to  assert 
or  rely  on  such  sanction  at  any  later 
time.  The  notice  will  also  constitute  a 
proposal  to  establish  a  regulation  under 
Part  181  of  this  chapter,  incorporating 
the  same  tMovisions,  in  the  event  that 
such  a  regulation  is  determined  to  be 
appnmriate  as  a  result  of  submission  of 
proof  of  such  an  ai^licable  prior  sanc¬ 
tion  in  response  to  toe  proposal. 

Subpart  B — Listing  of  Specific  Subatancos 
Affirmed  as  GBAS 

§  186.1330  Acacia  (gam  arabic). 

(a)  Acacia  (gum  arable)  is  toe  dried 
gummy  exudate  from  stems  and  branches 
of  trees  of  various  species  of  toe  genus 
Acacia  family  Legiuninosae. 

(b)  The  Ingredient  meets  speciflea- 
toms  of  toe  Food  Chemicals  Codex,  2d 
Ed.  (1972)." 

(c)  The  ingredient  is  used  or  intended 
for  use  as  a  constituent  of  food-pack¬ 
aging  materials. 

<d)  The  ingredient  is  used  at  levels 
not  to  exceed  good  manufacturing  prac¬ 
tice. 

(e)  Prior  sanctimis  for  this  ingredient 
different  from  toe  uses  established  in  this 
section  do  not  exist  or  have  been  waived. 

§  186.1339  Gnar  gum  (tcdinical  grade). 

(a)  Guar  gum.  technical  grade,  is  toe 
natural  substance  obtained  from  macer¬ 
ation  of  the  seed  of  the  guar  plant, 
Cyamopsia  tetragonoloba  (Linne)  Tbub. 
or  Cyamoima  p$or<Uoides  ^Lam.)  D.C. 
ceatainlng  greater  quantities  of  seed  hull 
and  embryo  than  guar  gum  meeting  toe 
speriflratlons  of  toe  Food  Chemicals 
Codex,  2d  Ed.  (1972)." 


»CUplaa  may  be  obtainad  from;  The  Na¬ 
tional  Acadaxny  of  Scluicaa.  2101  C^onstltu- 
tion  Ave.  NW.,  Washington.  D.C.  20037. 


(b)  The  technical  grade  gum  meets 
the  following  specificatkms: 

Oalactomannans.  not  less  than  36  percent. 
Acid  Insoluble  matter,  not  more  than  27 
percent. 

Laaa  on  drying,  not  more  than  16  percent. 
Protein,  not  mere  than  27  percent. 

Aah.  not  more  than  4.5  percent. 

Arsenic  (As),  not  more  than  3  parts  per 
million. 

Heavy  metals  (as  Pb) ,  not  more  than  20  parts 
per  million. 

Lead  (Pb),  not  more  than  10  parts  per  mil¬ 
lion. 

(c)  The  ingredient  is  used  or  intended 
for  use  as  a  constituent  of  food-contact 
surfaces. 

(d)  The  ingredient  migrates  to  the 
packaged  or  wrapped  foexi  at  levels  not 
to  exceed  good  manufacturing  practice. 

(e)  Prior  sanctions  for  this  ingredient 
different  from  toe  uses  established  in 
this  section  do  not  exist  or  have  been 
waived. 

§  186.1343  l.ocual  (carob)  bean  gum. 

(a)  Locust  (carob)  bean  gum,  tech¬ 
nical  grade,  is  primarily  the  macerated 
endosperm  of  the  seed  of  toe  locust 
(carob)  bean  tree,  Ceratonia  siliqua 
(Linne),  a  leguminous  evergreen  tree, 
containing  greater  quantities  of  seed  hull 
and  embryo  than  locust  (carob)  bean 
gum  meeting  toe  specifications  of  toe 
Food  Chei^cals  Codex,  2d  Ed.  (1972)." 

(b)  The  technical  grade  gum  meets 
toe  following  specifleations: 

Oalactomannans.  not  less  than  50  percent. 
Acid  Insoluble  matter,  not  more  than  17  per¬ 
cent. 

Loss  on  drying,  not  more  than  15  percent. 
Protein,  not  more  than  16  percent. 

Ash.  not  more  than  3  percent. 

Arsenic  (As),  not  more  than  3  parts  per 
million. 

Heavy  metals,  not  more  than  20  perta  per 
mlllkm. 

Lead  (Pb),  not  more  than  10  parts  per  mll- 
Uon. 

(c)  The  Ingredient  is  used  or  intended 
for  use  as  a  constituent  of  focxl-contact 
surfaces. 

(d)  The  ingredient  migrates  to  toe 
packaged  or  wrapped  food  at  levels  not 
to  exceed  good  manufacturing  practices. 

(e)  Prior  sanctiems  tot  this  ingredimt 
different  from  toe  uses  established  in  this 
regulation  do  not  exist  or  have  been 
waived. 

§  186.1673  Pulp. 

<a)  Pulp  is  toe  soft,  spongy  pith  in¬ 
side  toe  stem  of  a  plant  such  as  wood, 
straw,  sugarcane,  or  other  natural  plant 
sources. 

(b)  The  ingredient  is  used  or  intended 
for  use  as  a  constituent  of  food  pack¬ 
aging  containers. 

<c)  The  ingredient  is  used  in  paper 
uid  paperboard  made  by  conventk^l 
paper-making  processes  at  levels  not  to 
exceed  good  manufacturing  practice. 

(d)  Prim:  sanctions  for  this  ingredi¬ 
ent  differmt  from  the  uses  establlahed 
in  this  section  do  not  exist  or  have  been 
waived. 


PART  189— SUBSTANCES  PROHIBITED 
FROM  USE  IN  HUMAN  FOOD 

Subpert  A— General  Previsiene 

See. 

189.1  Substances  prohibited  from  use  in 
human  food. 

Subpait  B— Substances  Generelly  ProhiMtad 
Frem  Addition  or  Use  as  Human  Food  |  Re¬ 
served  | 

Subpert  C — Substances  Prohibited  From  Direct 
AOdMen  Throusfi  Feed  Contact  Surfaces 

189.110  Calamus  and  its  derivatives. 

189.120  Cobaltous  salts  and  its  derivatives 
189.130  Coumarin. 

189.135  Cyclamate  and  its  derivatives. 

189.140  Dlethylpjrrocarbonate  (DEPC) . 
189.145  Dulcln. 

189.165  Monochloroacetlc  acid. 

189.165  Nordlhydroguaiarctlc  acid  (NDGA). 
189.175  P-4000. 

189.180  Safrole. 

189.190  Thiourea. 

Subpart  O — Substances  Prohibited  From  Indirect 
AddWion  te  Human  Feed  Through  Food-Contact 
Surfaces 

180-220  FSectol  H. 

189.260  Mercaptotmldazoline  and  2-mercap- 
totmldasollne. 

189.280  4,4'-Methylenebis  (2-chloroana- 
llne). 

AvTuoaxTr:  Secs.  409,  701,  52  Stat.  1056- 
1058  as  amsnded.  78  Stat.  1785-1788  as 
amended  (21  UJS.C.  348,  371),  unless  other¬ 
wise  noted. 

Subpsrt  A—  General  Provisions 

§  189.1  Subetances  prohibited  from  u>«’ 
its  human  food. 

(a)  The  food  ingredients  listed  in  this 
section  have  been  prohibited  from  use 
in  human  food  by  the  Food  and  Drug 
Administratkm  because  of  a  determina¬ 
tion  that  they  present  a  potential  risk 
to  the  public  health  or  have  not  been 
shown  by  adequate  scientific  data  to  be 
safe  for  use  in  human  food.  Use  of  any 
of  these  substances  in  violation  of  this 
section  causes  toe  food  involved  to  be 
adulterated  in  violation  of  toe  act. 

(b)  This  section  includes  only  a  par¬ 
tial  list  of  substances  prohibited  from 
use  in  human  food,  for  easy  reference 
purposes,  and  is  not  a  complete  list  of 
substances  that  may  not  lawfully  be  used 
in  human  food.  No  substance  may  be  used 
in  human  food  unless  it  meets  all  appli¬ 
cable  requirements  of  toe  act. 

(c)  The  Commissioner  of  Food  and 
Drugs,  either  on  his  own  initiative  or 
on  behalf  of  any  interested  person  who 
has  submitted  a  petition,  may  publish 
a  proposal  to  establish,  amend,  or  repeal 
a  regulation  under  this  seetkm  on  toe 
basis  of  new  scientific  evaluation  or  in¬ 
formation.  Any  such  petition  shall  in¬ 
clude  an  adequate  scientific  basis  to  sup¬ 
port  the  petition,  pursuant  to  Part  2  of 
this  chapter,  and  will  be  published  for 
comment  if  it  contains  reasonable 
grounds. 

Subpart  B — SubstaiKes  Generally  Prehtb- 
from  Addition  or  Use  as  Human 
Food  [Reserved] 

Subpart  C — Subataaces  Probibiled  From 
Diiact  AddMwn  or  Uoe  as  Human  Food 

§  189.110  Calamun  and  ila  derivatives. 

(a)  Calamus  Is  toe  dried  liiizome  of 
Acorus  calamus  L.  It  has  bedh  used  as  a 
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flavoring  compound,  especially  as  the  oil 
or  extract. 

<b)  Food  containing  any  added  cala¬ 
mus.  oil  of  calamus,  or  extract  of  cala¬ 
mus  is  deemed  to  be  adulterated  in  vio¬ 
lation  of  the  act  based  upon  an  order 
published  in  the  Federal  Register  of 
May  9.  1968  (33  FR  6967) . 

<c)  The  analytical  method  used  for 
detecting  oil  of  calamus  (^-asarone)  is 
in  the  Journal  of  the  Association  of  Of¬ 
ficial  Analytical  Chemists  56(5>:1281- 
1283.  Sept.  1973.' 

§  189.120  Cobaltoux  sall>i  and  il^>  deriva¬ 
tives. 

<a)  Cobaltous  salts  are  the  chemicals. 
CoC.H«04,  CoCh.  and  CoSOt.  They  have 
been  used  in  fermented  malt  beverages 
as  a  foam  stabilizer  and  to  prevent 
“gushing.” 

(b)  Food  containing  any  added  cobal¬ 
tous  salts  is  deemed  to  be  adulterated  in 
violation  of  the  act  based  upon  an  order 
published  in  the  Federal  Register  of 
August  12.  1966  (31  FR  8788). 

§  189.130  Couniarin. 

(a)  Coumarin  is  the  chemical  1.2-ben- 
zopyrone.  C»H«0-.  It  is  found  in  tonka 
beans  and  extract  of  tonka  beans,  among 
other  natural  sources,  and  is  also  syn¬ 
thesized.  It  has  been  used  as  a  flavoring 
compound. 

(b)  Food  containing  any  added  cou¬ 
marin  as  such  or  as  a  constituent  of  tonka 
beans  or  tonka  extract  is  deemed  to  be 
adulterated  under  the  act.  based  upon 
an  order  published  in  the  Federal  Regis¬ 
ter  of  March  5,  1953  (19  FR  1239). 

(c)  The  analytical  methods  used  for 
detecting  coumarin  in  food  are  in  §§  19.- 
014  through  19.023  of  the  “Official  Meth¬ 
ods  of  Analysis  of  the  Association  of  Offi¬ 
cial  Analytical  Chemists.”  * 

§  189.135  Cyrlamale  and  its  dcrivativcii. 

(a)  Calcium,  sodium,  magnesium  and 
potassium  salts  of  cyclohexane  sulfamic 
acid,  (C,H..NO^)  .Ca,  (C«H..NO:S)Na. 
(CH.^NOS),  Mg,  and  (CJI.J^OJS)K. 
Cyclamates  are  synthetic  chemicals  hav¬ 
ing  a  sweet  taste  30  to  40  times  that  of 
sucrose,  are  not  found  in  natural  prod¬ 
ucts  at  levels  detectable  by  the  official 
methodology,  and  have  been  used  as  arti¬ 
ficial  sweeteners. 

(b)  Food  containing  any  added  or  de¬ 
tectable  level  of  cyclamate  is  deemed  to 
be  adulterated  in  violation  of  the  act 
based  upon  an  order  published  in  the 
Federal  Register  of  October  21,  1969  (34 
FR  17063) . 

(c)  The  analytical  methods  used  for 
detecting  cyclamate  in  food  are  in  §§  20.- 
127  through  20.132  of  the  “Official  Meth- 

-  Copies  may  be  obtained  from:  Association 
of  Official  Analystical  Chemists,  P.O.  Box  540. 
Benjamin  Franklin  Station,  Washington,  D.C. 
20044. 

■  “(Collaborative  Study  of  tne  Determina¬ 
tion  of  Soluble  Solids  in  Tomato  Products  by 
Refractive  Index  Expressed  as  Percent  Suc- 
crose”  by  Frank  C.  lAunb,  National  Canners 
AsscKlation,  1050  Sixth  Street,  Berkeley,  CA 
94710,  “Journal  of  the  Association  of  Official 
Analytical  Chemists.”  vcd.  52.  No.  5  (1969), 
pp.  1059-54.  Adc^ted  as  crfhcial,  first  action  at 
the  1969  AOAC  meeting. 


ods  of  Analysis  of  the  Association  of  Offi¬ 
cial  Analytical  Chemists.”  * 

§  189.140  Diethylpvrorarbonati 
•(DEPt;). 

(a)  I>iethylpyrocarbonate  is  the  chem- 
ilcal  pyrocarbonic  acid  dietiiyl  ester, 
C..HinOr..  It  is  a  synthetic  chemical  not 
found  in  natural  products  at  levels  de¬ 
tectable  by  available  methodology  and 
has  been  used  as  a  ferment  inhibitor  in 
alcoholic  and  nonalcoholic  beverages. 

<b)  Food  containing  any  added  or  de¬ 
tectable  level  of  DEPC  is  deemed  to  be 
adulterated  in  violation  of  the  act  based 
upon  an  order  published  in  the  Federal 
Register  of  August  2,  1972  (37  FR 
15426 >. 

§189.115  Dulrin. 

(a»  Dulcin  is  the  chemical  4 -ethoxy - 
phenylurea,  C.HuN:.0;.  It  is  a  synthetic 
chemical  having  a  sweet  taste  about  250 
times  that  of  sucrose,  is  not  found  in  nat¬ 
ural  products  at  levels  detectable  by  the 
official  methodology,  and  has  been  pro¬ 
posed  for  use  as  an  artificial  sweetener. 

(b>  Food  containing  any  added  or  de¬ 
tectable  level  of  dulcin  is  deemed  to  be 
adulterated  in  violation  of  the  act,  based 
upon  an  order  published  in  the  Federal 
Register  of  January  19,  1950  (15  FR 
321 ». 

(c>  The  analytical  methods  used  for 
delecting  dulcin  in  food  are  in  S§  20.133 
through  20.136  of  the  “Official  Methods 
of  Analysis  of  the  Association  of  Official 
Analytical  Chemists.”  * 

§  189.155  MuiHN'Iiloruacctir  acid. 

<a)  Monochloroacetic  acid  is  the 
chemical  chloroacetic  acid,  CJIOIOl'.  It 
is  a  synthetic  chemical  not  foimd  in  nat¬ 
ural  prixiucts,  and  has  been  proposed  as 
a  preservative  in  alcoholic  and  nonalco¬ 
holic  beverages.  Monochloracetic  acid  is 
permitted  in  food  package  adhesives 
with  an  accepted  migration  level  up  to 
10  parts  per  billion  (ppb)  imder  5  175.- 
105  of  this  chapter.  TTie  official  methods 
do  not  detect  monochloroacetic  acid  at 
the  10  ppb  level. 

(b)  Food  containing  any  added  or  de¬ 
tectable  level  of  monochloroacetic  acid  is 
deemed  to  be  adulterated  in  violation  of 
the  act  based  upon  trade  correspond¬ 
ence  dated  December  29,  1941  (TC-377) . 

(c)  The  analytical  methods  used  for 
detecting  monochloroacetic  acid  in  focxl 
are  in  §§  20.057  through  20.062  of  the 
“Official  Methods  of  Analysis  of  the  As¬ 
sociation  of  Official  Analytical  Cffiem- 
ists.”  ’ 

§  189.165  Nordihvdroguaiaretic  arid 
(M)G.\). 

(a)  Nordihydroguaiaretic  acid  is  the 
chemical  4,4'- (2,3-dimethyltetramethyl- 
ene)dipyrocatechol.  CiJItO.,  It  occurs 
naturally  in  the  resinous  exudates  of  cer¬ 
tain  plants.  The  commercial  product, 
which  is  synthesized,  has  been  used  as  an 
antioxidant  in  foods. 

(b)  Food  containing  any  added 
NDGA  is  deemed  to  be  adulterated  in  vi¬ 
olation  of  the  act  based  uix>n  an  order 
published  In  the  Federal  Register  of 
April  11.  1968  (33  FR  5619) . 


(c)  The  analytical  method  used  for 
detecting  NDGA  in  food  is  in  !  20.008  of 
the  “Official  Methcxls  of  Analysis  of  the 
Association  of  Official  Analytical  Chem¬ 
ists.”  * 

§  189.175  F-4000. 

(a)  P-4000  is  the  chemical  5-nitro-2- 
n-propoxyaniline,  C»H,,N.O..  It  is  a  syn¬ 
thetic  chemical  having  a  sweet  taste 
about  4000  times  that  of  sucrose,  is  not 
found  in  natural  products  at  levels  de¬ 
tectable  by  the  official  methodology,  and 
has  been  proposed  for  use  as  an  artificial 
sweetener. 

(b)  Food  containing  any  added  or 
detectable  level  of  P-4000  is  deemed  to  be 
adulterated  in  violation  of  the  act  based 
upon  an  order  published  in  the  F'ederal 
Register  of  January  19.  1950  (15  PR 
321). 

(c)  The  analytical  methods  used  for 
detecting  P-4000  in  food  are  in  §§  20.137 
through  20.141  of  the  “Official  Meth(xls 
of  Analysis  of  the  Association  of  Official 
Analytical  Chemists."  - 

§  189.180  Safrole. 

(a)  Safrole  is  the  chemical  4-allyl- 
1,2-methylenedioxy-benzene.  Ci.H.uOj.  It 
is  a  natural  constituent  of  the  sassafras 
plant.  Oil  of  sassafras  is  about  80  per¬ 
cent  safrole.  Isosafrole  and  dihydrosa- 
frole  are  derivatives  of  safrole,  and  have 
been  used  as  flavoring  compounds. 

(b)  Food  containing  any  added  sa¬ 
frole,  oil  of  sassafras,  isosafrole,  or  di- 
hydrosafrole,  or  any  safrole  as  a  constit¬ 
uent  of  any  food  or  extract  is  deemed 
to  be  adulterated  in  violation  of  the  act 
based  upon  an  order  published  in  the 
F'ederal  Register  of  December  3,  1960 
(25  FR  12412). 

(c)  The  analytical  method  used  for 
detecting  safrole.  isosafrole  and  dihydro- 
safrole  is  in  the  Journal  of  the  Associa¬ 
tion  of  Official  Analytical  Chemists  54 
(4)  :900-902.  July  1971.’ 

§  189.190  Thiourra. 

(a)  Thiourea  is  the  chemical  thiocar- 
bamide,  CH4N:.4S.  It  is  a  synthetic  chemi¬ 
cal.  is  not  found  in  natural  products  at 
levels  detectable  by  the  official  methodol¬ 
ogy,  and  has  been  proposed  as  an  anti¬ 
mycotic  for  use  in  dipping  citrus. 

(b)  Food  containing  any  added  or  de¬ 
tectable  level  of  thiourea  is  deemed  to  be 
adulterated  under  the  act. 

(c)  The  analytical  methods  used  for 
detecting  thiourea  are  in  SS  20.009 
through  20.100  of  the  “Official  Methods 
of  Analysis  of  the  Association  of  Official 
Analytical  Chemists.”  - 

Subpart  D — Substances  Prohibited  From 

Indirect  Addition  to  Human  Food 

Through  Food-Contact  Surfaces 

§  189.220  Hectol  H. 

(a)  Flectol  H  is  the  chemical  1,2-dihy- 
dro-2.2.4-trimethylquinoline,  polymer¬ 
ized,  CkHkN.  It  is  a  synthetic  chemical 
not  found  in  natural  products,  and  has 
been  used  as  a  component  of  food  pack¬ 
aging  adhesives. 

(b)  Food  containing  any  added  or  de¬ 
tectable  level  of  this  substance  is  deemed 
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to  be  adulterated  In  violation  of  the  act 
based  upon  an  order  published  In  the 
Federal  Register  of  April  7,  1967  (32 
PR  5675). 

§  189.250  Mercap;oimkiaKolin<>  and  2* 
mcrcaptoimidazoline. 

(a)  Mercaptoimldazt^e  and  2- 
mercaptoimidazoline  both  have  the  mo¬ 
lecular  formula  CsHiNrS.  They  are  syn¬ 
thetic  chemicals  not  found  in  natiiral 
products  and  have  been  used  in  the 
production  of  rubber  articles  that  may 
come  into  contact  with  food. 

(b)  Food  containing  any  added  or  de¬ 
lectable  levels  of  these  substances  is 
deemed  to  be  adulterated  in  violation  of 
the  act  based  upon  an  order  published  in 
the  Federal  Register  of  November  30, 
1973  (38  FR  33072). 

§  189.280  4,4'>MelhylenebiM  (2-4‘liloro> 
analine). 

(a)  4.4'-Methylenebis  (2-chloroana- 
line)  has  the  molecular  formula,  CuHi:i 
CliNi.  It  is  a  synthetic  chemical  not 
found  in  natural  products  and  has  been 
used  as  a  polyurethane  curing  agent  and 
as  a  component  of  food  packaging  ad¬ 
hesives  and  polyurethane  resins. 

(b)  Food  containing  any  added  or  de¬ 
tectable  level  of  this  substance  is  deemed 
to  be  adulterated  in  violation  of  the  act 
based  upmi  an  order  published  in  the 
Federal  Register  of  December  2.  1969 
(34  FR  19073). 


PART  197— SEAFOOD  INSPECTION 
PROGRAM 

Swbparts  A,  B,  C — (RmmvmI] 

Subpart  D— InspacUon  of  Canciod  Oyatara 
Bee. 

107.810  Application  for  inspection  service. 
197.312  Granting  or  refusing  inflection 

service;  cancellation  of  applica¬ 
tion. 

197.315  Suf>ension  and  withdrawal  of  in¬ 
spection  service. 

107.320  Inspection  periods. 

197.325  Assignment  of  Inspectors. 

197.329  Uninspected  oysters  excluded  from 
Inspected  establishments. 

107 A30  General  requirements  for  plant  and 
equipment. 

107 A40  General  f>eratlng  conditions. 
107.360  Code  marking. 

197.365  Processing. 

197A(S0  Examination  after  canning. 

107A70  Labeling. 

107.380  Certificates  of  Inspection;  ware¬ 
housing  and  export  permits. 
197.386  Inspection  fees. 

Subperta  E,  F,  6.  H— (Reserved] 

Subpart  I — litapection  of  Processed  Shrimp 

197.810  Application  for  inspection  service. 
107.812  Granting  or  refusing  inspection 

service;  cancellation  of  applica¬ 
tion. 

107.815  Suspension  and  withdrawal  of  In¬ 
spection  service. 

107.820  Inspection  periods. 

197.826  Assignment  of  Inspectors. 

107.829  Uninspected  shrimp  excluded  from 

Inspected  establishments. 

197.830  General  requirements  for  plant  and 

equipment. 

107.840  General  operating  conditions. 
197.860  Code  marking. 

107.866  Processing. 

197.860  Examination  after  processing. 
197A70  Labeling. 


197.880  Ortlficates  of  inf>ectl<Mi;  ware¬ 
housing  and  export  permits. 
197.885  Inspection  fees. 

AuTHoxiTT :  The  provisions  of  this  Part  107 
Issued  under  sec.  701,  52  Stat.  1066-1066  as 
amended  (21  U.8.C.371). 

Subparts  A,  B,  C — [Resarvod] 
Subpart  D — Inspection  of  Canned  Oysters 

§  197.310  .Lpplicaliun  for  iiiKpectioii 
service. 

(a)  Applications  for  inspection  service 
on  canned  oysters  under  the  provisions  of 
section  702a  of  the  Federal  Food,  Drug, 
and  Cosmetic  Act  (21  U.S.C.  372a)  shall 
be  on  forms  supplied  by  the  Food  and 
Drug  Administration.  No  application  for 
a  regular  inspection  period  filed  with  the 
Food  and  Drug  Administration  after 
September  1  preceding  such  period  in 
any  year  shall  be  considered  unless  the 
applicant  shows  substantial  cause  for 
failure  to  file  such  application  on  or  be¬ 
fore  September  1  of  such  year.  The  open¬ 
ing  date  of  the  canning  season  in  each 
State  shall  be  the  date  set  by  the  State 
agency  responsible  for  controlling  the 
opening  date  of  the  canning  season  in 
that  State.  A  separate  application  shall 
be  made  for  each  inspection  period  in 
each  establishment  for  which  the  serv¬ 
ice  is  applied.  Each  application  for  a 
regular  inspection  period  shall  be  ac¬ 
companied  by  a  payment  of  $600.00  as 
prescribed  by  S  197.385  (a)  (1).  Such 
deposit  shall  be  paid  in  the  manner  pre¬ 
scribed  by  9  197.385  (e) . 

(b)  For  the  purpose  of  99  197.310 
through  197.385,  an  establishment  is  de¬ 
fined  as  a  factory  where  oysters  may  be 
processed  and  warehouses  under  the 
control  and  direction  of  the  packer 
where  such  canned  oysters  are  stored. 

§  197.312  Granting  or  rcfiiHing  inspec¬ 
tion  service;  cancellation  of  applica¬ 
tion. 

(a)  The  Secretary  of  Health,  Educa¬ 
tion,  and  Welfare  may  grant  the  inspec¬ 
tion  service  applied  for  upon  determin¬ 
ing  that  the  establishment  covered  by 
such  aiHilication  complies  with  the  re¬ 
quirements  of  i  197.330. 

(b)  The  Secretary  may  refuse  to  grant 
the  inspection  service  at  any  establish¬ 
ment  for  cause.  In  case  of  refusal  the 
applicant  shall  be  notified  of  the  reason 
therefor  and  shall  have  returned  to  him 
all  advance  payments  and  production 
deposits  made,  less  any  expenses  in¬ 
curred  for  preliminary  inspection  of  the 
establishment,  or  for  other  purposes  in¬ 
cident  to  such  applicatiim. 

(c)  The  applicant,  by  written  notice 
to  the  Secretai7,  may  withdraw  his  ap¬ 
plication  for  inspection  service  before 
an  inspectcNT  is  assigned  to  the  establish¬ 
ment.  In  case  of  such  withdrawal,  the 
Secretary  shall  return  to  such  applicant 
all  advance  payments  and  production 
deposits  made,  less  any  salary  and  oth¬ 
er  expense  Incurred  incident  to  such 
application. 

§  197.315  Suspension  and  witlidrawal  of 
inspection  s?rvicc. 

(a)  The  Admlnlstraticm  may  suspend 
and  the  Secretary  may  withdraw  inspec¬ 


tion  service  In  any  establishment  upon 
failure  of  the  packer  to  comidy  with 
any  andlcable  provlslim  of  fi  197.310 
throuidi  197.385  or  upon  the  dissemina¬ 
tion  by  the  packer  or  any  person  In 
privity  with  him  of  any  representation 
that  is  false  or  misleading  in  any  par¬ 
ticular  regarding  the  application  to  any 
seafood  of  the  inspeetkm  service  pro¬ 
vided  by  the  regulations  In  this  part. 

(b)  When  inspection  service  is  sus¬ 
pended  in  an  establishment,  as  author¬ 
ized  by  paragraph  (a)  of  this  section, 
the  Food  and  Drug  Administration  shall 
not  lengthen  the  inspection  period  in 
such  establishment  to  compensate  for 
any  of  the  time  of  suspension. 

§  197.320  ln»peetion  periods. 

(a)  The  regular  inspection  period  in 
each  establishment  in  which  inspection 
service  under  99  197.310  through  197.385 
is  granted  consists  of  4  consecutive 
months.  The  date  of  the  beginning  of 
such  regular  inspection  period  shall  be 
regarded  as  the  date,  on  or  after  Octo¬ 
ber  1  but  not  later  than  March  1,  speci¬ 
fied  for  the  beginning  of  the  service  in 
the  application  therefor,  or  such  other 
date  as  may  be  specified  by  amendment 
to  such  application  and  approved:  but 
if  the  Secretary  is  not  prepared  to  begin 
the  service  on  ^e  specified  date  then  the 
period  shall  start  on  the  date  on  which 
service  is  begim. 

<b)  Ebetension  inspection  periods  shall 
begin  at  the  close  of  the  preceding  in¬ 
spection  period.  Extension  inspection 
periods  may  be  granted  for  periods  of  1 
month  and/or  fractional  parts  of  1 
month,  but  in  no  case  less  than  1  day. 
Extension  inspection  periods  for  1  mon^ 
may  be  granted  tai  such  establishment 
if  application  therefor,  accompanied  by 
a.  payment  of  $600.00,  as  prescribed  by 
9  197.385(a)  (3).  is  made  at  least  2  weeks 
in  advance  of  the  close  of  such  preceding 
inspection  period.  Applications  for  ex¬ 
tension  inspection  periods  for  fractional 
parts  of  a  mmith  may  be  accepted  when 
accompanied  by  the  payment  prescribed 
by  9  197.385(a)  (3)  for  such  extensions. 
No  regular  or  extension  inspection  period 
shall  extend  beyond  Jime  30  of  any  year. 

(c)  Upon  request  of  the  packer,  and 
with  the  approval  of  the  Fo<^  and  Drug 
Administration,  such  service  during  any 
inspection  period  may  be  transferred 
frcHn  one  establishment  to  another  to  be 
operated  by  the  same  packer;  but  such 
transfer  shall  not  serve  to  lengthen  any 
inspection  period  or  to  take  the  place  of 
an  extension  inspectiem  period.  In  case  of 
such  transfer  the  packer  shall  furnish 
all  necessary  transportation  of  inspec¬ 
tors. 

(d)  The  inspection  service  shall  be 
continuous  throughout  the  inspection 
period. 

§  197.325  Aiwigniiient  of  inspectors. 

(a)  An  initial  assignment  of  at  least 
one  inspector  shall  be  made  to  each  es¬ 
tablishment  in  which  inspection  service 
under  99  197.310  through  197.385  is 
granted.  Thereafter,  the  Food  and  Drug 
Administration  shall  adjust  the  number 
of  inspectors  sussigned  to  each  establish  - 
ment  and  tour  of  duty  of  each  inspector 
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to  the  requirements  lor  continuous  and 
efflcioit  inspection. 

(b)  Any  Injector  of  tbe  Food  and 
Drue  Administration  shall  have  free  ac¬ 
cess  at  all  times  to  ali  parts'  of  the  es- 
tablishnfient  and  to  aU  fishlnc  and  1  reisht 
boats  and  other  conreyances  dredging 
03^ters  for  or  transporting  oysters  to  such 
establishments. 

§  1 97.529  Uninspected  oysters  excluded 
f ront  inspc*ct«^  establishments. 

(a)  No  establishment  to  which  inspec¬ 
tion  service  on  canned  oysters  has  been 
granted  shall  at  any  time  thereafter  can 
oysters  that  have  not  been  so  inspected, 
or  handle  or  store  in  such  establishment 
any  canned  oysters  that  have  not  been  so 
inspected;  but  this  paragraph  shall  not 
apply  to  an  establishment  after  termina¬ 
tion  of  inspection  service  therein,  or 
withdrawal  therefrom  as  authorized  by 
§  197.315. 

(b)  All  oysters  delivered  to  or  held  in 
an  inspected  establishment  may  be  sub¬ 
ject  to  inspection,  but  certificates  of  in¬ 
spection  shall  be  issued  under  §  197.380 
only  on  canned  oysters. 

§  197. .530  Gc^fieral  requiremcnls  for 
plant  and  equipment.  * 

(a)  All  exterior  openings  of  the  can¬ 
nery,  including  those  of  the  shucking 
sheds,  shall  be  adequately  screened,  and 
roofs  and  exterior  walls  shall  be  tight. 
When  necessary,  fly  traps,  fans,  blowers, 
or  other  approved  insect-control  devices 
shall  be  installed. 

(b)  Shucking  sheds  and  packing 
rooms  shall  be  separate,  and  fixtures  and 
equipment  shall  be  so  constructed  and 
arranged  as  to  permit  thorough  cleaning. 
Such  sheds  and  rooms  shall  be  ade¬ 
quately  lighted  and  ventilated,,  and  the 
floors  Rba.ll  be  tight  and  arranged  for 
thorough  cleaning  and  ixoper  drainage. 
Open  drains  from  shucking  shed  shall 
not  enter  packing  nxHn.  If  shucking 
sh^  and  packing  room  are  in  separate 
buildings,  such  buildings  shall  be  not 
more  than  100  yards  apart,  unless  ade¬ 
quate  provisions  are  made  to  enable 
efficient  inspection. 

<c)  All  surfaces  of  washers,  tanks, 
belts,  tables,  flumes,  utensils,  and  other 
equipment  with  which  unshucked  or 
shucked  oysters  come  in  contact  after 
d^very  to  the  establishment  shall  be  of 
metal  or  of  other  smooth  nonpwous  and 
easily  cleanstole  material,  provided  such 
materials  are  not  lead  ex*  othn-  toxic  sub¬ 
stances.  Metal  seams  shall  be  smoothly 
soldered  or  smoothly  welded.  Shucking 
tables  shall  be  so  constructed  as  to  pre¬ 
clude  contamination  of  working  surfaces 
or  products  thereon  from  foot  traffic  or 
wheelbarrows  or  other  containers  used 
in  delivering  steamed  oysters  to  such 
tables. 

(d)  Adequate  supplies  of  suitable  de- 
tei'gents  and  sanitizing  agents  approved 
by  the  Food  and  Drug  Administration; 
clean,  unpolluted  naming  water;  and 
steam  shall  be  provided  for  washing, 
cleaning,  and  otherwise  maintaining  the 
establishment  in  a  sanitary  condition. 


(e)  Adequate  toilet  faeflities  of  sani¬ 
tary  type  which  ccxnply  fully  with  ap¬ 
plicable  State  laws  and  local  ordinances 
shall  be  ixovided. 

(f)  An  adequate  number  of  sanitary 
washbasins,  with  liquid  or  powdered 
soap,  shall  be  provided  in  both  the  shuck¬ 
ing  shed  and  the  packing  room.  Paper 
towels  shall  be  provided  in  the  packing 
room. 

(g)  Signs  requiring  employees  han¬ 
dling  oysters  to  wash  their  hands  after 
each  absence  from  post  of  duty  shall  be 
conspicuously  posted  in  the  shucking 
shed  and  packing  room  and  elsewhere 
about  the  premises  as  conditions  require. 

(h)  One  or  more  suitable  washing  de¬ 
vices  and  one  or  more  suitable  inspection 
b^ts  shall  be  installed  for  the  washing 
and  subsequent  inspection  of  the  oysters 
before  delivery  for  steaming  or  other 
means  of  opening. 

(i)  If  steam  boxes  are  used  for  open¬ 
ing  the  oysters,  they  sliall  be  provided 
with  adequate  steam  inlets,  exhausts, 
drains,  a  safety  valve,  and  a  pressure 
gauge. 

(j)  Suitable  means  shall  be  provided 
for  removing  shells  and  debris  from 
shucking  shed. 

(k)  One  or  more  suitable  devices  shall 
be  provided  for  removing  shell  and  grit 
from  shucked  oysters,  for  washing  such 
oysters,  and  for  their  subsequent  drain¬ 
age. 

Q)  One  or  more  suitable  inspection 
belts  shall  be  installed  for  the  mspection 
of  shucked  oysters. 

(m)  Equipment  shall  be  provided  for 
code-marking  cans. 

(n)  An  automatic  container-counting 
device  shall  be'installed  in  each  cannery 
line. 

(o)  Each  sterilizing  retort  shall  be 
fitted  with  at  least  the  following  equip¬ 
ment; 

(l)  An  automatic  control  for  regulat¬ 
ing  temperatures. 

(2)  An  indicating  mercury  thermom¬ 
eter  of  a  range  from  170*  F  to  270*  F, 
with  scale  divisions  not  greater  than  2* 
F,  installed  either  within  a  fitting  at¬ 
tached  to  the  i^ell  of  the  retort  or 
within  the  door  or  shell  of  the  retort. 
If  the  thermometer  is  installed  within  a 
fitting,  such  fitting  shall  communicate 
with  the  chamber  of  the  retort  ttirou^ 
an  opening  at  least  1  inch  in  diameter. 
Such  fitting  shall  be  equipped  with  a 
bleeder  at  least  one-eighth  inch  in  diam¬ 
eter.  If  the  thermometer  is  installed 
within  the  door  or  shell  of  the  retort,  the 
bulb  shall  project  at  least  two-thirds  of 
its  length  into  the  principed  chamber. 

(3)  A  recording  thermometer  of  a 
range  from  170*  P  to  270"  F,  with  scale 
divisions  not  greater  than  2*  F.  Hie 
bulb  of  such  thermometer  shall  be  in¬ 
stalled  as  prescribed  for  the  indicating 
mercury  thermometer.  The  case  which 
houses  the  charts  and  recording  mech¬ 
anism  shall  be  provided  with  an  ap¬ 
proved  lock,  all  keys  to  which  shall  be  in 
-the  sole  custody  of  the  Inspector. 

(4)  A  pressure  gauge  of  a  range  from 
0  to  30  pounds,  with  scale  divisions  not 


greater  than  1  pound  and  diameter  of 
not  less  than  5  inches.  Such  gkuge 
shall  be  connected  to  the  chamber  of 
the  retort  by  a  short  gooseneck  tube. 
The  gauge  shall  be  not  more  than  4 
inches  higher  than  the  gooseneck. 

(5)  A  blow-off  vent  of  at  least  %-inch 
inside  diameter  in  the  top  of  the  retort. 

(6)  A  *4-inch  bleeder  in  top  of  the 
retort. 

<p)  Suitable  space  and  facilities  shall 
be  provided  for  the  inspector  to  prepare 
records  and  examine  samples  and  for  the 
safekeeping  of  records  and  equipment. 

§  197.340  Grnrral  operating  eonditiuux. 

<a)  The  decks  and  holds  of  all  boats 
tonging  or  dredging  oysters  for  or  trans¬ 
porting  oysters  to  an  inspected  estab¬ 
lishment,  and  the  bodies  of  other  con¬ 
veyances  so  transporting  oysters  shall 
be  kept  in  a  sanitary  condition.  Suefi 
boats  shall  be  equipped  with  adequate 
means  for  protecting  the  oysters  against 
contamination  with  bilge  water. 

(b>  Inflected  establishments,  freight 
boats,  and  other  conveyances  serving 
such  establishments  shall  accept  only 
live,  clean,  sound  oysters  taken  from 
unpolluted  areas.  When  necessary,  ice  or 
other  suitable  refrigeration  shall  be 
provided  to  prevent  spoilage. 

(c)  After  delivery  of  each  load  of 
oysters  to  the  establishment,  decks  and 
holds  of  each  boat  and  the  body  of  each 
other  conveyance  or  container  making 
such  delivery  shall  be  washed  down  with 
clean,  unpolluted  water,  and  all  debris 
shall  be  cleaned  therefrom  before  such 
boat  or  other  conveyance  or  container 
leaves  the  establishment  premises. 

(d>  Before  being  steamed  or  opened 
by  other  means,  the  oysters  shall  be 
washed  with  clean,  unpolluted  water 
and  then  passed  over  tbe  inspection  belt 
and  culled  to  remove  dirty,  muddy,  dead, 
or  decomposed  oysters  and  extraneous 
material.  Muddy  oysters  may  be  re¬ 
turned  to  the  washer  for  rewashing. 

(e)  As  often  as  is  necessary  to  main¬ 
tain  sanitary  conditions,  unloading  plat¬ 
forms  and  equipment  shall  be  washed 
with  clean,  unpolluted  water,  and  all 
debris  shall  be  cleaned  therefrom. 

(f)  Shells  shall  be  removed  from  the 
shucking  shed  continuously. 

(g)  Offal,  debris,  or  refuse  from  any 
source  whatever  shall  not  be  allowed  to 
accumulate  in  the  cannery  or.  except  for 
shells,  about  the  premises.  Shells  shall 
not  be  allowed  to  accumulate  about  the 
premises  in  such  a  manner  as  to  create 
a  nuisance. 

(h)  The  delivery  of  steamed  oysters 
to  shuckers  by  means  of  manually  roll¬ 
ing.  trundling,  or  wheelbarrowing  such 
oysters  on  or  above  shucking  tables  will 
not  be  permitted. 

(i>  Shucking  knives  and  shucking  cups 
shall  be  thoroughly  washed  with  soap 
and  water  and  chlorinated  before  use 
each  day.  Chlorine  solution  shall  be 
maintained  at  a  strength  of  200  parts 
per  million. 

(j)  No  shucked  oysters  shall  be  re¬ 
turned  to  shucker  after  delivery  to  the 
weigher.  Shucking  cups  shall  be  cleaned 
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and  sanitized  after  each  deUvery  to  the 
weigher. 

(k)  Shucked  oysters  being  transported 
from  one  building  to  another  shall  be 
properly  covered  and  protected  against 
contamination. 

(l)  The  shucked  oysters  shall  be 
washed,  separated  from  the  shell  and 
grit  by  suitable  devices,  and  then  imme¬ 
diately  drained.  The  time  of  washing 
shall  not  exceed  the  minimum  time  nec¬ 
essary  for  cleansing. 

(m)  From  the  time  of  delivery  to  the 
cannery  up  to  the  time  of  final  proc¬ 
essing,  oysters  shall  be  handled  expedi¬ 
tiously  and  imder  such  conditions  as  to 
prevent  contamination  or  spoilage. 

(n)  The  packer  shall  destroy  for  food 
purposes  under  the  immediate  supervi- 
sicm  of  the  inspector  all  oysters  in  his 

~  possession  c<mdenmed  by  the  inspector 
as  filthy,  decomposed,  putrid,  or  unfit  for 
food.  Oysters  condemned  on  the  boat  or 
on  the  unloading  platfrom  shall  not  be 
taken  into  the  cannery,  but  shall  be 
either  destroyed  or  returned  to  a  bedding 
ground. 

(o)  All  portions  of  the  establishment 
shall  be  adequately  lighted  to  enable  the 
inspector  to  perform  his  duties  properly. 

(p)  All  fioors  and  other  parts  of  the 
establishment  including  unloading  plat¬ 
forms.  and  all  fixtures,  equipment,  and 
utensils  shall  be  cleaned  as  often  as  may 
be  necessary  to  maintain  them  in  a  sani¬ 
tary  ccmdition. 

(q)  The  packer  shall  require  all  em¬ 
ployees  hsmdling  oysters  to  wash  their 
hands  after  each  absence  from  poet  of 
duty  and  to  observe  other  proper  habits 
of  cleanliness. 

(r)  The  packer  shall  not  knowingly 
employ  in  or  about  the  establishment 
any  person  aflUcted  with  an  infestious  or 
contagious  disease  or  with  any  open  sores 
on  exposed  portions  ot  the  body. 

§  197.350  Code  marking. 

(a)  Code  marks  shall  be  affixed  to  all 
cans  and  other  immediate  containers  be¬ 
fore  they  are  placed  in  the  processing 
retorts.  Sudh  maiiu  shall  show  at  least: 

(1)  The  date  of  packing; 

(2)  The  establishment  where  packed; 

(3)  The  conveyance;  and 

(4)  The  size  of  the  oysters  when  such 
oysters  are  graded  for  size. 

(b)  Keys  to  all  code  marks  shall  be 
given  to  the  inspector. 

(c)  Each  lot  shall  be  stored  separately 
pending  final  inspection,  with  a  space 
of  not  less  than  6  inches  between  stacks 
of  each  lot.  For  the  purposes  ot  the  reg¬ 
ulations  in  this  paiit  all  cans  or  other 
containers  bearing  the  same  code  marks 
shall  be  regarded  as  comprising  a  lot. 

§  197.355  ProcMKing. 

(a)  The  closure  of  the  can  or  other 
immediate  container  and  the  time  and 
temperature  of  sterilizing  the  canned 
oysters  shall  be  adequate  to  prevent 
bacterial  spoilage. 

(b)  The  following  times  an4.  tempera¬ 
tures  shall  be  the  minimum  employed 
for  the  containers  indicated: 
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€aim«d  offttert 


Sim 

Initiftl 

tempera¬ 

ture 

(degrees 

Fahrvibeit) 

Time  at 
240»F 

Time  at 
260"F 

m  by  212.... 

. 1 

Minulet 

MmuU* 

211  by  300.... 

. 1  70 

24 

14 

211  by  300.... 
211  by  400.... 

. [  130 

23 

13 

307  by  400.... 

.  70 

28 

14 

307  by  400.... 

.  130 

27 

13 

For  the  purposes  of  this  section,  initial 
temperature  is  defined  as  the  average 
temperature  ot  the  contents  of  the  con¬ 
tainer  at  the  moment  steam  is  admitted 
to  the  sterilizing  retort. 

(c)  The  blow-off  vent  shall  be  open 
during  the  coming-up  period  until  the 
mercury  thermometer  registers  at  least 
215*  F.  Bleeders  shall  emit  steam  dur¬ 
ing  the  entire  cooking  period. 

(d)  The  inspector  shall  identify  each 
record  on  the  thermometer  chart  with 
the  code  mark  of  the  lot  to  which  such 
record  relates  and  the  date  of  such  rec¬ 
ord.  The  Food  and  Drug  Administration 
shall  keep  such  charts  for  at  least  5 
years,  and  upon  request  shall  make  them 
available  to  the  packer. 

(e)  The  packer  shall  keep  for  at  least 
2  years  all  shipping  records  covering 
shipments  from  each  lot.  and  up<m  re¬ 
quest  shall  furnish  such  records  to  any 
inspector  of  the  Food  and  Drug  Admin¬ 
istration. 

§  197.360  tlxuininalion  after  canning. 

(a)  Adequate  samples  shall  be  drawn 
by  the  inspector  from  each  lot  of  canned 
oysters  and  shall  be  examined  to  deter¬ 
mine  whether  or  not  such  canned  oysters 
conform  to  all  requirements  of  the  Fed¬ 
eral  Food,  Drug,  and  Cosmetic  Act, 
amendments  thereto,  and  regulations 
thereunder. 

(b)  The  packer  shall  destroy  for  food 
purposes,  imder  the  Immediate  super¬ 
vision  of  the  inspector,  sJl  canned  oysters 
condemned  ^e  inspector  as  not  com¬ 
plying  with  S  197.355,  or  as  filthy,  decom¬ 
posed,  putrid,  or  otherwise  unfit  for  food. 

§  197.370  Labeling. 

(a)  Labels  on  canned  oysters  packed 
and  certified  under  SS  197.310  through 
197.385  may  bear  the  mark  “Production 
Supervised  by  the  U.S.  Food  and  Drug 
Admintstration.”  Such  mark,  if  used, 
shall  be  plainly  and  conspicuously  dis¬ 
played.  in  type  of  uniform  size  and  style, 
on  a  strongly  contrasting,  uniform  back¬ 
ground. 

(b)  Two  proofs,  or  one  proof  and  one 
photostat  ttereof,  or  eight  specimens  of 
all  labeling  intended  for  iise  on  inspected 
canned  oysters  or  on  or  within  the  cases 
therefor  shall  be  submitted  to  the  Food 
and  Drug  Administration  for  approval. 
If  the  proofs  or  photostat  and  proof  are 
submitted,  eight  specimens  of  ^e  label¬ 
ing  shall  be  sent  to  the  Food  and  Drug 
Administration  after  printing.  The  Food 
and  Drug  Administration  is  hereby  au¬ 
thorized  to  approve  labeling  for  use  on 
canned  osrsters  inspected  imder  ff  197.- 


310  through  197.385.  Approval  shall  be 
subject  to  the  cimdltion  that  such  label¬ 
ing  shall  be  so  used  as  to  comply  with 
the  provisions  of  the  Federal  Food,  Drug 
and  Cosmetic  Act,  amendments  thereto, 
and  regulations  thereunder.  The  Food 
and  Drug  Administration  is  also  author¬ 
ized  to  revoke  any  such  approval  for 
cause.  The  Food  and  Drug  Administra- 
tion  shall  not  approve  labeling  for  .canned 
oysters  intended  for  export  under 
the  provisions  of  9  197.380(e) . 

(c)  No  commercial  brand  or  brand 
name  appearing  on  labeling  approved  as 
authorized  under  paragraph  (b)  of  this 
section  and  bearing  the  mark  described 
in  paragraph  (a)  of  this  section,  and  no 
labeling  simulating  any  such  approved 
labeling,  shall  be  used  after  su^  ap¬ 
proval  on  canned  oysters  other  than 
those  that  have  been  handled,  prepared, 
and  packed  in  compliance  with  all  pro¬ 
visions  of  99  197.310  through  197.385;  but 
this  section  shall  not  apply  to  any 
packer’s  labeling  not  bearing  such  mark 
after  termination  of  inspection  or  with¬ 
drawal  thereof  as  authorized  by  9  197.315 
or  to  any  distributor’s  labeling  not  bear¬ 
ing  such  mark  after  written  notice  by 
the  owner  thereof  to  the  Food  and  Drug 
Administration  that  the  use  of  such 
labeling  on  Inspected  canned  oysters  has 
been  discontinued  and  will  not  be  re- 
siuned. 

(d)  Canned-oyster  labeling  authorized 
by  paragraph  (a)  of  this  section  or  ap¬ 
proved  imder  paragraph  (b)  of  this 
section  shall  be  used  only  as  authorized 
by  99  197.310  throuidi  197.385.  Unauthor¬ 
ized  use  of  such  labeling  renders  the  user 
liable  to  the  penalties  prescribed  by  the 
Food.  Drug,  and  Cosmetic  Act,  as 
amended. 

§  197.380  Certificate*  of  inspection: 
warchonsing  and  export  permit*. 

(a)  After  finding  that  the  canned  oys¬ 
ters  comprising  any  parcel  have  been 
handled,  prepared,  and  packed  in  com¬ 
pliance  with  all  provisions  of  99  197.310 
through  197.385;  bear  labeling  approved 
as  authorized  under  9  197.370(b) ;  and 
comply  with  all  the  provisions  of  the 
Federal  Food,  Drug,  and  Cosmetic  Act, 
amendments  thereto,  and  regulations 
thereunder,  the  inspector  shall  issue  a 
certificate  showing  that  such  canned 
oysters  so  comply.  The  certificate  shall 
specify  the  code  marks  to  which  it  ap¬ 
plies.  the  quantity  of  the  parcel  so 
marked,  the  place  where  such  parcel  is 
stored,  the  size  and  kind  of  containers, 
the  commercial  brand  name  on  the 
labels,  the  condition  of  the  oysters  if 
they  are  brcAen  or  if  they  are  substand¬ 
ard  in  fill,  and  the  destination  of  the  lot 
if  known.  Such  certificate  shall  become 
void  if  such  labeling  is  removed,  altered, 
obliterated,  or  replaced;  but  such  canned 
osrsters  may  be  relabeled  under  super¬ 
vision  of  an  inspector  and  recertifi^  if 
the  inspector  finds  that,  after  being  re¬ 
labeled,  they  comply  with  the  require¬ 
ments  laid  down  by  this  paragraph  for 
the  issuance  of  a  certificate. 
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(b)  Unless  covered  hj  certificate, 
canned  oysters  shall  be  moved  from  an 
inspected  establishment  only  for  stma«e 
authorised  under  para^aph  <c)  of  this 
section,  or  for  export  authorised  under 
paragraph  <e)  of  this  section,  or  for 
destruction  as  provided  by  S  197,360  (b). 

(c)  Applications  to  move  unlabeted 
canned  oysters  for  storage  in  a  ware¬ 
house  elsewhere  than  in  the  establish¬ 
ment  where  such  oysters  were  packed 
shall  be  on  forms  supplied  by  t^  Ad¬ 
ministration.  The  application  ^all  give 
the  name  and  location  of  the  warehouse 
in  which  such  canned  oysters  are  to  be 
stored,  and  shall  be  accompanied  by  an 
agreement  signed  by  the  iterator  of 
such  warehouse  that  inspectors  shall 
have  free  access  at  all  times  to  all  canned 
oysters  so  stored,  and  that  conditions 
which  will  preserve  the  identity  of  esuih 
parcel  of  such  canned  oysters  shall  be 
continuously  maintained  pending  issu¬ 
ance  of  a  certificate  thereon  or  removal 
as  authorized  by  paragnuih  <d>  of  this 
section.  If  such  application  is  approved 
and  it  appears  to  the  inspector  that  the 
canned  oysters  comprising  any  parcel 
haVe  been  packed  in  compliance  with 

197910  through  197.385  and  conform, 
except  for  the  absence  of  labeling,  to  all 
requirements  of  the  Fedmil  Ftood,  Drug, 
and  Cosmetic  Act.  amendments  thereto, 
and  regulations  thereunder,  the  inspec¬ 
tor  shall  issue  to  the  apphcant,  on  his 
request,  a  warehousing  pM'mit  covering 
such  canned  oysters.  Such  permit  shall 
specify  the  code  marks  to  which  it  ap¬ 
plies.  the  quantity  of  the  parcel  so 
marked,  the  place  from  and  to  which 
■such  pared  is  to  be  moved,  the  size  of 
the  oysters,  the  size  and  kind  of  con¬ 
tainers,  and  the  condition  of  the  oysters 
if  they  are  broken  or  if  they  are  sub¬ 
standard  in  fill  and,  if  such  be  the  case, 
that  they  are  intended  for  export  under 
paragraph  (e>  of  this  section.  When 
any  provisian  of  the  agreement  is  vio¬ 
lated,  the  Food  and  Drug  Administration 
may  revoke  any  permit  issued  pursuant 
to  such  agreement,  and  may  also  revoke 
its  approval  cf  the  applicatkm  for  ware¬ 
housing  which  accompanied  such 
agreement. 

<d)  Unless  covwed  by  certificate, 
canned  oysters  stored  under  the  author¬ 
ity  of  paragraph  (c)  of  this  section  shall 
be  moved  from  the  warehouse  where 
stored  only  for  re-storage  under  such 
authority,  or  for  return  upon  written 
permission  of  the  inspector  to  the  estab¬ 
lishment  where  padeed,  w  for  export 
authorized  under  paragraph  (e>  of  this 
section,  or  for  destruction  as  provided  by 
§  197960(b). 

(e>  An  application  to  export  canned 
oysters  under  the  provisions  of  section 
801(d)  of  the  act  shall  be  accompanied 
by  the  original  or  a  verified  copy  of  the 
specifications  of  the  foreign  purchaser; 
if  required  by  the  Pood  and  Drug  Ad¬ 
ministration,  evidence  showing  that  such 
fAunpri  oysters  are  not  in  conflict  with 
the  laws  of  the  country  to  which  they  are 
intended  for  export;  and,  if  shipment  of 
labeled  canned  oystws  is  specified  or  di¬ 
rected,  eight  specimens  of  the  labeling 
therefor.  If  canned  oysters  prepared  or 


packed  according  to  such  specifications 
arc  not  in  c<mfUct  with  the  laws  of  such 
country,  the  Administration  shall  direct 
the  inspector  to  issue  to  the  aiiplicant  an 
export  permit  covering  such  canned 
oysters  comprising  any  parcel  ordered  by 
such  purchaser  under  such  specifications, 
when  the  inspector  finds  that  such 
canned  oysters  were  packed  in  compli¬ 
ance  with  the  requirements  of  Sf  197910 
through  197.385  regarding  sanitary  con¬ 
ditions  and  processing;  are  not  filthy, 
decomposed,  putrid,  or  otherwise  unfit 
for  food;  accord  to  such  specifications, 
and  are  labeled  on  the  outside  of  the 
shipping  package  to  show  that  they  are 
intended  for  export.  Such  permit  shall 
specify  the  code  marks  to  which  it  ap¬ 
plies  and  the  quantity  of  the  parcel  so 
marked,  and  shall  show  that  such  canned 
oysters  were  packed  under  sanitary  con¬ 
ditions,  are  wholesome,  and  accord  to 
such  specifications.  The  applicant  shall 
furnish  to  the  in^>ector  documentary 
evidence  showing  the  exportation  of  all 
such  canned  oysters. 

§  197.385  Inspection  fe<*«. 

(a)  (1)  Except  as  otherwise  provided 
by  the  regulations  in  this  part,  an  initial 
payment  of  $600.00  shall  accompany 
each  application;  thereafter,  three  addi¬ 
tional  advance  payments  of  $60090  each 
shall  be  made,  as  follows;  One  pa3rment 
on  or  before  the  date  of  the  beginning 
of  the  regular  inspection  period  spec¬ 
ified  in  the  application  for  inspection; 
the  remaining  two  payments  on  or  be¬ 
fore  the  first  day  of  each  succeeding 
month,  exc^t  that  the  Food  and  Drug 
Administration  may  require  the  full 
amount  of  all  advance  payments  pre¬ 
scribed  by  this  paragraph  to  accompany 
the  application  of  an  applicant  who  has 
defaulted  in  any  payment  due  for  any 
prior  packing  season;  Provided,  That  a 
packer  who  is  ooncorrently  receiving  in¬ 
spection  service  and  midcing  payments 
undo*  the  regulations  for  the  inspection 
of  processed  shrimp  shall  not  make  any 
additional  payments  under  this  subpara¬ 
graph. 

(2)  Whenever  it  is  determined,  with¬ 
out  hearing,  by  the  Pood  and  Drug  Ad¬ 
ministration  that  an  establishment  hav¬ 
ing  the  inspection  service  has  been  dam¬ 
aged  by  wind,  fire,  flood,  or  other  calam¬ 
ity  to  such  an  extent  that  packing 
operations  cannot  be  resumed  before  the 
end  of  the  fiscal  year  then  current,  no 
advance  payments  falling  due  after  such 
calamity  shall  be  required  from  the 
packer  for  that  fiscal  year;  but  whenever 
it  is  determined,  without  hearing,  by  the 
Food  and  Ihug  Administration  that  an 
estabUshment  having  the  inspection 
service  has  been  so  damaged  by  any 
such  calamity  that  operations  must  be 
suspended  temptMarily,  but  can  be  re¬ 
sumed  before  the  end  of  the  fiscal  year 
then  current,  advance  payments  falling 
due  after  such  calamity  and  before  the 
month  of  resumption  of  operations  shall 
be  postponed  until  operations  are  re¬ 
sumed.  and  thereupon  shall  be  paid  in 
equal  monthly  installments  during  the 
period  between  the  time  of  resiunption 
of  operations  and  June  1  of  the  fiscal 


year  then  current;  Provided,  That  in  the 
event  of  a  determination  described  in 
this  subpan^raph  the  total  payments 
and  -production  deposits  made  by  the 
packer  Involved  shall  be  charged  with 
the  cost  of  the  service  made  available 
for  the  establishment,  without  regard 
to  the  method  provided  hereinafter  for 
computing  charges  against  payments 
and  production  deposits,  and  the  bal¬ 
ance  of  the  total  payments  and  deposits 
remaining  aftor  such  charges  shall  be 
refimded  by  the  Pood  and  Drug  Admin¬ 
istration  to  the  packer  after  the  com¬ 
pletion  of  the  fiscal  year. 

(3  >  Each  application  for  an  extension 
inspection  period  of  1  month  shall  be 
accompanied  by  a  payment  of  $600.00, 
and  at  subsequent  monUUy  intervals 
thereafter  additional  payments  of 
$600.00  shall  be  made;  but  if  the  final 
payment  is  to  cover  a  period  of  less  than 
30  days,  then  such  payment  shall  be  at 
the  rate  of  $2090  for  each  day  of  such 
period. 

(b)  (1)  In  addition  to  the  payments 
prescribed  in  paragraph  (a)  of  this  sec¬ 
tion,  advance  deposits  based  upon  the 
quantity  of  oysters  canned  by  the  sub¬ 
scribing  establishment  shall  be  made  to 
underwrite  adequately  the  cost  of  the 
inspection  service.  Such  deposits  shall 
be  paid  in  advance  in.  amounts  of  not 
less  thkn  $300.00,  unless  the  Food  and 
Drug  Administration  on  an  estimate  of 
production  authorizes  other  amounts, 
and  shall  be  computed  at  the  rate  of  15 
cents  for  each  case  of  48  cans,  size 
211  X  300.  Any  advance  produetkm  de- 
F>osits  in  excess  of  those  required  for 
actual  oysters  canned  feu*  the  fiscal  year 
(July  1  through  June  30)  will  be  re¬ 
funded  to  the  packers  by  the  Food  and 
Drug  Administration  after  the  comple¬ 
tion  of  the  fiscal  year. 

(2)  Production  deposits  as  computed 
under  paragraph  (b)(1)  of  this  section, 
together  with  deposits  for  shrimp  re¬ 
ceived  as  prescribed  undo-  i  197.885(b) 
(1),  in  the  case  of  processed  shrimp, 
shall  be  charged  with  the  balance  of  the 
total  cost  of  the  inspection  service  which 
has  not  been  provkied  for  by  the  com¬ 
bined  total  payments  under  paragraph 
(a)  of  this  section  and  paragraph  (a)  of 
$  197.885,  in  the  case  of  processed  shrimp. 
The  balance  rA  the  production  deposits 
remaining  after  such  charges  have  been 
ixuule  shall  be  refunded  by  the  Admin¬ 
istration  to  the  packers  after  the  com¬ 
pletion  of  the  fiscal  year  in  the  ratio 
which  each  packer's  production  deposits 
for  oysters  canned  and  deposits  for 
shrimp  received  bears  to  the  combined 
total  of  such  deposits  for  oysters  canned 
and  shrimp  received  by  all  packers  for 
the  fiscal  year. 

(3)  When  inspection  service  is  with¬ 
drawn  from  an  establishment  as  author¬ 
ized  under  S  197.315(a) ,  the  Pood  and 
Drug  Administration  shall  not  return  to 
the  packer  any  advance  payments  and/ 
or  deposits  required  to  the  date  of  with¬ 
drawal  of  the  service.  Such  payments 
and/or  deposits  shall  be  charged  with 
the  cost  of  the  service  made  available  for 
the  establishment,  without  regard  to  the 
method  described  in  this  section,  and  the 
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balance  that  would  have  accrued  to  auch 
packer  shall  remain  to  the  credit  of  the 
Food  and  Drue  AdministfatloM  in  the 
n/»rv^nTit  "Salaries  Expenses. 
Certification  Services.” 

(c)  A  separate  fee  shaB  be  paid  to 
cover  all  expenses  incurred  in  accordance 
with  the  regulations  of  the  United  States 
Government,  for  salary,  travel,  subsist¬ 
ence.  and  for  other  purposes  incident  to 
inspection  for  the  purpose  of  issuing  a 
certificate  or  warehousing  or  export  per¬ 
mit  on  canned  oysters  stored  or  held  at 
any  place  other  than  an  establishment 
to  which  a  seafood  iaspec4or  is  then 
assigned. 

(d)  When  the  cannery  and  the  can¬ 
nery  warehouse  of  an  establishment  are 
located  at  difterent  points  of  such  dis¬ 
tance  apart  that  traa^iortatioa  between 
them  is  required  for  the in^octor  toper- 
form  his  duties  in  the  estabUshnaent.  the 
'packer  shall  furnish  such  traasportation 
or  shall  pay  a  separate  fee  to  cover  all 
expenses  therefor. 

(e)  All  payments  required  by  the  reg¬ 
ulations  in  this  part  shall  be  by  bank 
draft  or  certified  check.  ooUectible  at  par 
drawn  to  the  order  of  the  Food  and  Drug 
Administration,  and  payable  at  Washing¬ 
ton,  DC.  All  such  drafts  and  checks  ex¬ 
cept  those  for  the  paywtent  required  by 
S  197.310(a) ,  shall  be  delivered  to  the 
inspector  and  promptly  scheduled  to  the 
Food  and  Drug  Administration.  Depart- 
m^t  of  Health.  Education,  and  Welfare. 
Washington.  DC.  whereupon  after  ap¬ 
propriate  records  thereof  have  bem 
made  they  shall  be  transmitted  to  the 
Chief  Disbursing  Officer.  Divisaon  of 
Disbursement.  lYeasury  Department,  for 
deposit  to  the  speciad  account  "Certifica¬ 
tion  and  Inspection  Services.  Food  and 
Drug  Administration." 

(f )  All  refunds  to  packers  shall  be  by 
check  drawn  on  the  'neasary  cf  the 
United  States  pnesoant  to  refund 
vouchers  duly  oertiAed  and  approved  by 
the  designated  artmmtstrmtire  ottcers. 

Subparts  E,  F,  C,  H — fjRessrved] 

Subpart  I — Inspection  of  Processed 
Sihrimp 

§  197.810  .kppliciaiMi  fsr  iMuperiioti 

service. 

( a  >  Applications  for  inspection  service 
on  the  processing  of  shrimp  under  the 
provisions  of  section  7{f2n  of  the  Federal 
Pood.  Drug,  and  Cosmetic  Act  shah  be  on 
forms  supplied  by  the  Food  and  Drug  Ad¬ 
ministration.  The  processing  of  shrimp 
comprises  all  the  operations  including 
labeling  and  storage,  necessary  to  pre¬ 
pare  for  the  market  shrimp  hi  any  of  the 
following  forms:  Iced  or  froeen  raw 
headless,  raw  peeled  or  cooked  peeled 
(any  of  which  may  be  deroined) ;  iced  or 
frozen  deveined  shrimp,  partially  or  com¬ 
pletely  peeled  <whkdi  may  be  battered 
and  breaded  before  freeshig).  and 
canned  shrimp.  Ho  application  fw  a 
regular  inspection  period  fDed  with  the 
Food  and  Drug  AdaataiiBtraiion  after 
May  1.  preceding  such  pmiod  in  any  year, 
Shan  be  considered  vinless  the  applicant 
shows  substantial  cause  for  failure  to  file 
such  application  on  or  beCore  May  1  of 
such  year.  A  separate  apidlcation  shall 


be  made  for  each  iospectloa  period  in 
each  establishmeDt  fetr  which  the  aervioe 
is  applied.  Each  appliration  fora  ingular 
inspection  period  shall  be  aceompanied 
by  an  advance  payment  of  $580.80  as  pre¬ 
scribed  by  5  197.885(a>  (1).  Such  pay¬ 
ment  shall  be  made  in  the  manner  pre¬ 
scribed  by  5  197.885(e). 

(b)  For  the  purposes  of  Si  197A10 
through  197.885.  an  establishment  is  de¬ 
fined  as  a  factory  where  shrimp  may’ 
be  proce^^ed  and  warehouses  and  cold 
storage  plants  imder  the  control  and 
direction  of  the  packer  where*  such 
shrimp  is  stored. 

§  197.812  GrantiHg  or  rrCwMOg  iMMM'r- 
tioo  srrvicr;  cancelijitMn  of 
liun. 

(a)  The  Secretary  of  Health.  Educa¬ 
tion,  and  Welfare  may  grant  the  inspec¬ 
tion  service  applied  for  upon  determining 
that  the  establishment  covered  by  such 
application  complies  with  the  require¬ 
ments  of  $  197.8M. 

(b)  The  Secretary  may  refuse  to 
grant  inspection  service  at  any  estab¬ 
lishment  for  cause.  In  case  of  refusal. 
U)e  applicant  shall  be  notified  of  tho 
reason  therefor  and  shaU  have  returned 
an  advance  payments  and  deposits  made, 
less  any  expenses  incurred  for  preWm- 
fnary  inspection  of  the  establishment  or 
for  other  purposes  incident  to  such 
application. 

<c)  The  applicant,  by  written  notice 
to  the  Secretary,  may  withdraw  his 
application  for  inspection  service  b^ore 
July  1  preceding  the  inspection  period 
covered  by  the  application.  In  case  of 
such  withdrawal,  the  Secretary  shall 
return  to  such  applicant  all  advance  pay¬ 
ments  and  depotits  made,  less  any  salary 
and  other  expense  incvjred  incident  to 
such  application. 

§  197.8 IS  Susprnsiun  aatl  witlidrawal  of 
inspretion  »er\'icc. 

(a)  The  Food  aixi  Drug  Administra¬ 
tion  may  suspend  and  the  Seci'etaxy  may 
withdraw  ins(>ection  service  in  any  estab¬ 
lishment: 

<  1 )  Upon  failure  of  the  packer  to  com¬ 
ply  with  any  applicabie  provision  of 
SS  197.810  through  187 ASS;  or 

(2)  Upon  the  dissemination  by  the 
packer  or  any  person  in  privity  with  him 
of  any  representation  that  is  false  or  mis¬ 
leading  in  any  particular  regard^  the 
application  to  any  seafood  of  the  iogyec- 
tion  service  provided  by  the  regulations 
in  this  part. 

(b)  When  inspection  service  is  sus¬ 
pended  in  an  establishment,  as  author¬ 
ised  by  paragraph  (a)  of  this  section,  the 
Food  and  Drug  Administration  shall  not 
lengthen  the  inspectiem  period  in  such 
establishment  to  compensate  for  any  of 
the  time  of  susiiension. 

§  197.820  Inwprrtin  prriedB. 

(a)  The  regular  inspection  period  in 
each  establishment  in  which  inspection 
service  under  SS  197.810  through  197.885 
is  granted  ccuisists  of  9  consecutive 
months.  The  date  of  the  beginning  of 
such  regular  inspection  period  shall  be 
regarded  as  the  date,  on  or  after  July  1. 
but  not  later  than  October  1.  specified  for 


the  beginning  of  the  service  in  the  appli¬ 
cation  therefor,  or  such  other  date  as 
mag  be  ^mcifled  by  ameiuhnent  to  sneh 
application  and  approved:  but  if  the  Sec¬ 
retary  is  not  prepared  to  begin  the  serv¬ 
ice  on  the  specified  date,  then  the  period 
shall  start  on  the  date  on  which  service 
is  begun. 

(b)  Extension  inspection  periods  shall 
begin  at  the  close  of  the  preceding  in¬ 
spection  period.  Extension  inspection  pe¬ 
riods  may  be  granted  for  periods  of  1 
month  and/ or  fractional  parts  of  1 
month,  but  in  no  case  less  than  1  day. 
Extension  inspection  periods  for  1  month 
may  be  granted  in  such  establishment  if 
application  therefor,  accompanied  by  a 
payment  of  $600J>0  as  prescribed  by 
i  197.885(a)  (3) .  is  made  at  least  2  weeks 
in  advaiK;e  of  the  close  of  such  preceding 
inspection  period.  Applications  for  exten¬ 
sion  inspection  periods  for  fractional 
parts  of  a  month  may  be  accepted  when 
accompanied  by  the  payment  prescribed 
by  3  197.885(a)(3)  for  such  exten.sions. 
No  regular  or  extension  inspection  period 
shall  extend  beyond  June  30  of  any  year. 

(c)  Upon  request  of  the  packer,  and 
with  the  approval  of  the  Food  and  Drug 
Administration,  such  service  during  any 
inspection  period  may  be  transferred 
from  one  establishment  to  another  to  be 
operated  by  the  same  packer;  but  sucli 
transfer  .shall  not  serve  to  lengthen  any 
inspection  period  or  to  take  the  place  of 
an  extension  inspection  period.  In  case 
of  such  transfer  the  pack^  shall  furnish 
all  necessary  transportation  of  inspec¬ 
tors. 

(d>  The  inspection  service  shall  be 
continuous  throughout  the  inspection 
period. 

§  i97A2S  rwt  of  iiiitrUir*. 

(a)  An  initial  assignment  of  at  least 
one  inspector  ^all  be  made  to  each  es- 
taMishraent  in  which  inspection  service 
under  51  197.818  throu^  197.885  is 
granted.  Thereafter,  the  Food  and  Drug 
Administration  shall  adjust  the  number 
of  inspectors  assigned  to  each  estaUish- 
ment  and  tour  of  duty  of  each  inspector 
to  the  requirements  fw  continuous  and 
efficient  inspection. 

(b)  Any  inspector  of  the  Food  and 
Drug  Administration  shall  have  free 
access  at  all  times  to  all  parts  of  the 
establishment,  to  plants  supplying 
materials  to  the  inspected  establtohment. 
and  to  all  fishing  and  freight  boats  and 
other  conveyances  catching  shrimp  for. 
or  transporting  shrimp  to,  such  estab¬ 
lishment. 

§  197A29  i'lMMHprolMi  nhriitip  rxcludwl 
fr<»M  r»lttl»liahmetU». 

(a)  No  establishment  to  which  inspec¬ 
tion  service  has  been  granted  shaU  at  any 
time  thereafter  process  shrimp  which 
has  not  been  so  inspected  or  handle  or 
store  in  such  establishment  any  proc¬ 
essed  shrimp  which  has  not  been  so  in¬ 
spected;  but  this  paragraph  shall  not 
apply  to  an  establishment  after  termina¬ 
tion  of  inspection  aurice  therein  or 
withdrawal  therefrom  as  authorized  by 
1 197J15. 

<b)  All  shrimp  and  other  ingredients 

entering  into  the  finished  product  may 
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be  subject  to  inspection  prior  to  delivery 
to  the  establishment  or  at  any  time 
thereafter,  and  all  shrimp  processed  in 
such  establishment  shall  be  subject  to 
certification  imder  §  197.880. 

§  197.830  General  requirements  for 
plant  and  equipment. 

(a)  All  exterior  openings  of  the  estab¬ 
lishment  shall  be  adequately  screened 
and  roofs  and  exterior  walls  shall  be 
tight.  When  necessary,  fiy  traps,  fans, 
blowers,  or  other  approved  insect- 
control  devices  shall  be  installed. 

(b)  Except  for  raw  headless  shrimp 
which  may  or  may  not  be  deveined,  pick¬ 
ing  and  packing  rooms  shall  be  separate, 
provided  that  this  requirement  may  be 
waived  by  the  Food  and  Drug  Adminis¬ 
tration  where  separation  of  picking  and 
packing  rooms  is  not  necessary  for  ade¬ 
quate  sanitation.  Blanching  tanks  shall 
not  be  located  in  picking  room.  Fixtures 
and  equipment  shall  be  so  constructed 
and  arranged  as  to  permit  thorough 
cleaning.  Such  rooms  shall  be  adequately 
lighted  and  ventilated,  and  the  fioors 
shall  be  tight  and  arranged  for  thorough 
cleaning  and  proper  drainage.  Open 
drains  from  picking  room  shall  not  enter 
packing  or  blanching  room.  If  picking 
and  packing  rooms  are  in  separate  build¬ 
ings,  such  buildings  shall  be  not  more 
than  100  yards  apart  unless  adequate 
provisions  are  made  to  enable  efficient 
inspection. 

(c)  All  smfaces  of  tanks,  belts, 
tables,  flumes,  utensils,  and  other  equip¬ 
ment  with  which  either  picked  or  im- 
picked  shrimp  cpme  in  contact  after  de¬ 
livery  to  the  establishment  shall  be  of 
metal  or  of  other  smooth  nonporous  and 
easily  cleanable  materials,  provided  such 
materials  are  not  lead  or  other  toxic 
substances.  Metal  seams  shall  be 
smoothly  soldered  or  smoothly  welded. 

(d)  Adequate  supplies  of  suitable  de¬ 
tergents  and  sanitMng  agents  approved 
by  the  Food  and  Drug  Administration; 
clean,  impolluted  numing  water;  and,  if 
necessary,  steam  shall  be  provided  for 
washing,  cleaning,  and  otherwise  main¬ 
taining  the  establishment  in  a  sanitary 
condition. 

(e)  Adequate  toilet  facilities  of  sani¬ 
tary  type  which  comply  fully  with  ap¬ 
plicable  State  laws  and  local  ordinances 
shall  be  provided. 

(f)  An  adequate  number  of  sanitary 
washbasins,  with  liquid  or  powdered 
soap,  shall  be  provided  in  both  the  pick¬ 
ing  and  packing  rooms.  Paper  towels 
shall  be  provided  in  the  packing  room. 
Provision  shall  be  made  for  sanitizing 
the  hands  of  employees  by  the  use  of 
suitable  sanitizing  agents. 

(g)  Signs  requiring  onployees  han¬ 
dling  shrimp  to  wash  smd  sanitize  their 
hands  after  each  absence  fnMn  post  of 
duty  shall  be  conspicuously  posted  in 
the  picking  and  packing  rocans  and  else- 
vdiere  about  the  premises  as  conditions 
require. 

(h)  One  or  more  suitable  washing  de¬ 
vices  and  one  or  mmre  suitable  inspection 
b^ts  shall  be  installed  for  the  washing 
and  subsequent  Inspection  the  shrimp 
before  larocesslng. 


(i)  Suitable  containers,  flumes,  chutes, 
or  conveyors  shall  be  provided  for  re¬ 
moving  offal  from  picking  itxnn. 

(j)  Picking  or  heading  tables  shall  be 
equipped  with  flumes  supplied  with  clean, 
unpolluted  water  ot  with  mechanical 
conveyors  for  removing  the  picked  or 
headed  shrimp. 

(k)  Equipment  shall  be  provided  for 
code-marking  cans  and  other  immediate 
containers  and  master  cartops  used  in 
packaging  other  than  canned  shrimp. 

(l)  .  An  automatic  container-counting 
device  shall  be  installed  in  each  cannery 
line. 

(m)  Each  sterilizing  retort  shall  be 
fitted  with  at  least  the  following  equip¬ 
ment: 

(1)  An  automatic  control  for  regulat¬ 
ing  temperatures. 

(2)  An  indicating  mercury  thermom¬ 
eter  of  a  range  from  170®  F  to  270*  F 
with  scale  divisions  not  greater  than  2*  F. 
For  steam  cook  such  thermometers  shall 
be  installed  either  within  a  fitting  at¬ 
tached  to  the  shell  of  the  retort  within 
the  door  or  shell  of  the  retort.  For  water 
cook  such  thermometers  shall  be  Installed 
in  the  door  or  shell  of  the  retort  below  the 
water  level.  If  the  thermometer  is  in¬ 
stalled  within  a  fitting  such  fitting  shall 
communicate  with  the  chamber  of  the 
retort  through  an  opening  at  least  1  inch 
in  diameter.  Such  fitting  shall  be 
equipped  with  a  bleeder  at  least  one- 
eighth  of  an  inch  in  diameter.  If  the 
thermometer  is  installed  within  the  door 
or  shell  of  the  retort,  the  bulb  shall  pro¬ 
ject  at  least  two-thirds  of  its  length  into 
the  principal  chamber. 

(3)  A  recording  thermometer  of  a 
range  from  170*  F  to  270*  F  with  scale 
divisions  not  greater  than  2*  F.  ITie  bulb 
of  such  thermometer  shall  be  installed 
as  prescribed  for  the  indicating  mercury 
thermometer.  The  case  which  houses  the 
charts  and  recording  mechanism  shall  be 
provided  with  an  approved  lock,  all  keys 
to  which  shall  be  in  the  8(de  custody  of 
the  inspector. 

(4)  A  pressure  gauge  of  a  range  from 
0  to  30  poimds,  with  scale  divisions  not 
greater  than  1  pound  and  diameter  of 
not  less  than  5  inches.  Such  gauge  shall 
be  connected  to  the  chamber  of  the  re¬ 
tort  by  a  short  gooseneck  tube.  The 
gauge  shall  be  not  more  than  4  inches 
higher  than  the  gooseneck. 

(5)  For  steam  cook,  a  blow-off  vent 
of  at  least  %-inch  Inside  diameter  in  the 
top  of  the  retort. 

(6)  For  steam  cook,  a  ^-inch  bleeder 
in  top  of  retort. 

(n)  Each  cold  storage  compartment 
shall  be  fitted  with  at  least  the  following 
equipment: 

(1)  An  automatic  control  for  regu¬ 
lating  temperature. 

(2)  An  indicating  thermometer  so  in- 
staUed  as  to  indicate  accurately  the 
temperature  within  the  storage  compart¬ 
ment. 

(3)  A  recording  thermometer  so  in¬ 
stalled  as  to  indicate  accurately  the 
temperature  within  the  cmnpartment  at 
all  times.  The  case  which  houses  the 
charts  and  recording  mechanism  shall  be 
provided  with  an  approved  lock,  all  keys 


to  which  shall  be  in  the  sole  custody  of 
the  inspector. 

(o)  Provision  shall  be  made  f(Hr  water¬ 
glazing  where  such  glazing  is  necessary 
to  maintain  the  quality  of  frozen  iffirimp. 
Glazing  shall  be  done  with  clean,  impol¬ 
luted  water. 

(p)  Provision  shall  be  made  for  im¬ 
mediate  icing  or  cold  storage  of  all 
packaged  shrimp  which  is  destined  for 
sale  as  unfrozen  shrimp. 

(q)  Suitable  space  and  facilities  shall 
be  provided  for  the  inspector  to  prepare 
records  and  examine  samples,  and  for 
the  safekeeping  of  records  and  equip¬ 
ment. 

§  197.840  General  operating  ronditions. 

(a)  Plants  supplying  raw  headless  or 
frozen  raw  headless  shrimp  to  an  in¬ 
spected  establishment,  decks  and  holds 
of  all  boats  catching  shrimp  for  or  trans¬ 
porting  shrimp  to  an  inspected  estab¬ 
lishment,  and  the  bodies  of  other 
conveyances  so  transporting  shrimp 
shall  be  kept  in  a  sanitary  condition. 

(b)  Inspected  establishments,  plAnts 
supplying  inspected  establishments, 
freight  boats,  and  other  conveyances 
serving  such  establishments  shall  ac- 
c^t  only  fresh,  clean,  sound  shrimp. 
The  shrimp  shall  be  iced  or  refrigerated 
immediately  after  they  are  caught,  and 
shall  be  kept  adequately  iced  or  refriger¬ 
ated  until  delivery  to  the  establishment. 

(c)  After  delivery  of  each  load  of 
shrimp  to  the  establishment,  decks  and 
holds  of  each  boat  and  the  body  of  eeu;h 
other  conveyance  or  container  making 
such  delivery  shall  be  washed  down  with 
clean,  unpolluted  water,  and  all  debris 
shall  be  cleaned  therefrom  before  such 
boat  or  other  conveyance  or  container 
leaves  the  establishment  premises. 

(d)  Before  being  headed,  picked,  or 
deveined,  the  shrimp  shall  be  adequately 
washed  with  clean,  unpolluted  water 
and  then  passed  over  the  inspectiim  belt 
and  culled  to  remove  all  shrimp  that  are 
filthy,  decomposed,  putrid,  or  otherwise 
unfit  for  food,  and  all  extraneous  ma¬ 
terial. 

(e)  Offal  from  picking  tables  shall  not 
be  piled  on  the  floor,  but  shall  be  placed 
in  suitable  containers  for  frequent  re¬ 
moval,  or  shall  be  removed  by  fliunes, 
conveyors,  or  chutes.  Offal,  debris,  or 
refuse  from  ansr  source  whatever  shall 
not  be  allowed  to  accumulate  in  or 
about  the  establishment. 

(f )  Shrimp  shall  be  picked  into  flumes 
that  immediately  remove  the  picked 
meats  frcun  the  picking  tables;  except 
that  shrimp  may  be  picked  into  seam¬ 
less  containers  of  not  more  than  3  pints 
ceq)acity  if  the  picked  meats  are  not  held 
in  such  containers  for  more  than  20 
minutes  before  being  flumed  or  conveyed 
from  the  picking  tables.  If  shrimp  are 
picked  into  such  containers,  the  con¬ 
tainers  shall  be  cleaned  and  sanitized 
as  often  as  may  be  necessary  to  maintain 
them  in  a  sanitary  condition,  but  in  no 
case  less  frequently  than  every  2  hours. 
Whenever  a  picker  is  absent  from  his  or 
her  post  of  duty,  the  cmitainer  used  by 
such  picker  shall  be  cleaned  and  sani¬ 
tized  before  picking  is  resumed.  For  the 
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punxiees  of  this  jwngnz^  the  term 
“piclced”  Shan  tndmle  the  operation 
whereby  a  porthxi  of  the  *eB  is  reauvred. 
leaTing  the  tail  in  place,  and  the  back 
of  the  shrimp  is  diced  open  to  remove 
the  altmentai7  canal  or  Tciii. 

(g)  Picked  shrimp  being  transported 
from  one  building  to  another  shall  be 
properly  covered  and  protected  against 
contamination. 

(h>  Prom  the  time  of  delivery  to  the 
establishment  up  to  the  time  of  final 
processing,  shrimp  shaD  be  handled  ex¬ 
peditiously  and  under  such  conditions  as 
to  prevent  contamination  or  spoilage. 
Shrimp  other  than  that  to  be  canned 
shall  be  precooled  immediately  after  the 
final  cleaning  or  blanching  operation  to 
a  temperature  not  exceeding  50*  P  If  it 
is  to  be  packaged  immediately,  or  to  a 
temperature  not  exceeding  40®  P  If  it  is 
not  to  be  packaged  immediately.  If  such 
shrimp  are  to  be  frosen,  they  shall  be 
placed  in  the  freezing  compartment 
within  1  hour  after  final  preparation. 

(i)  If  batter  is  employ^,  it  shall  be 
used  within  1  hour  after  it  is  prepared. 
The  temperature  of  the  batter  shall  not 
exceed  50®  P. 

(j)  The  packer  ^all  de^daoy  for  food 
purposes  vmder  the  immediate  supervi¬ 
sion  of  the  inspector  all  shrimp  in  his 
possession  condemned  by  the  inspector 
as  filthy,  decomposed,  putrid,  or  other¬ 
wise  unfit  for  food.  Eftirimp  condemned 
on  boat  or  unloading  platform  shall  not 
be  taken  into  the  icebox  or  picking  room. 

(k)  Raw  materials  other  than  shrimp 
that  enter  into  the  finish  product -shall 
not  be  used  if  condemned  by  the  inspec¬ 
tor  as  unfit  for  food.  Such  condemned 
raw  materials  shall  be  segregated  from 
usable  materials  and  be  held  for  disposal 
as  directed  by  the  inspector,  or  they  may 
be  destroyed  forthwith  by  the  packer  if 
he  so  desires. 

(l)  All  portions  of  the  establishment 
shall  be  adequately  lighted  to  enable  the 
inspector  to  perform  his  duties  i>roperly. 

(m)  AH  floors  and  other  parts  of  the 
establishment,  including  unlmdlng  plat¬ 
forms,  and  all  fixtures,  equipment,  and 
utensils  shaU  be  cleaned  as  often  as  may 
be  necessary  to  maintain  them  in  a  san¬ 
itary  condition.  Containers  for  mixing 
or  holding  batter  shaU  be  adequately 
cleaned  and  sanitized  before  they  are 
used  for  a  new  batch  of  batter,  iiquip- 
ment  for  applying  batter  shaH  be  ade¬ 
quately  cleaned  and  sanitized  at  least 
once  each  hour  while  in  operation. 

(n)  The  packer  shall  require  aU  em¬ 
ployees  handling  shrimp  to  wash  and 
sanitize  their  hands  after  each  absence 
from  post  of  duty,  and  to  observe  other 
proper  habits  of  cleanliness. 

(o)  'Ihe  packer  Shall  not  knowingly 
employ  in  or  about  the  establishment 
any  person  afllicted  wltli  an  infectious 
or  contagious  disease,  or  with  any  open 
sores  on  exposed  portioDs  W  the  body. 

§  197.g50  Cade  onafAiog. 

<a)  Permanently  legible  code  marks 
shaO  be  placed  on  tM  bnniediale  oon- 
tataera  the  thne  of  packaging.  Such 
marks  shall  show  at  least: 

( 1 )  ‘  The  date  of  packing; 


(2)  The  establishment  where  packed; 
and 

(3)  The  size  of  the  shrimp  arhen  such 
shrimp  are  graded  for  size  and  are  not 
in  containers  through  which  they  are 
clearly  visible. 

CorresiK>nding  code  marks  shaU  also  be 
placed  on  the  master  cartons  containing 
individual  packages  of  shrimp  other  than 
canned. 

(b)  Keys  to  all  code  marks  shaU  be 
given  to  the  Inspector. 

(c)  Each  lot  shaU  be  stored  separately 
pending  final  Inspection,  with  a  space  of 
not  less  than  6  inches  between  stacks  of 
each  lot.  For  the  purposes  of  the  regu¬ 
lations  in  this  part,  all  cans  or  other 
containers  bearing  the  same  code  marks 
shaU  be  regarded  as  comprising  a  lot. 

§  197.855  ProerMing. 

(a)  The  closure  of  the  can  or  other 
immediate  container  and  the  time  and 
temperature  of  sterUlzing  the  canned 
shrimp  shaU  be  adequate  to  prevent 
bacterial  spoUage. 

(b)  The  foUowing  times  and  tempera¬ 
tures  shaU  be  the  mlnimums  employed 
for  the  containers  Indicated: 
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For  wet-pack  shrimp  in  cans  307  x  400 
and  smaUer.  a  cook  of  12  minutes  at  250* 
F.  and  for  wet-pack  shrimp  in  cans 
502  X  510,  a  cook  of  15  minutes  at  250* 
F.  may  be  approved  if  adequate  provi¬ 
sions  are  made  to  insure  an  initial  tem¬ 
perature  of  not  less  than  120*  F  in  each 
individual  can.  For  the  purposes  of  this 
section.  Initial  temperature  is  defined  as 
the  average  temperature  of  tlie  contents 
of  the  container  at  the  moment  steam  is 
admitted  to  the  sterilizing  retort. 

(c>  For  steam  cook,  blow-off  vent 
shaU  be  open  during  the  coming-up  pe¬ 
riod  until  the  mercury  thermometer  reg¬ 
isters  at  least  215*  F.  Bleeders  shaU 
emit  steam  during  the  entire  cooking 
period. 

(d)  The  method  of  freezing  is  not 
specified  by  the  regulations  in  this  part. 


Whatever  method  is  used  must  be  such 
as  will  produce  a  hard-frozen  product  in 
a  sufiSciently  short  time  to  prevent  de¬ 
composition.  Bulk  packages  containing 
5  pounds  or  more  of  shrizop  per  package 
shiui  be  hard  frozen  within  24  hours; 
smaller  packages  should  be  hard  frozen 
within  12  hours.  After  freezing,  the 
shrimp  shall  be  stored  in  such  a  manner 
that  its  temperature  does  not  exceed  0* 
F.  and  shall  be  handled  in  such  manner 
as  wiU  maintain  the  hard-frozen  condi¬ 
tion. 

(e>  The  stoi'age  temperatures  for 
shrimp  that  are  not  frozen  or  canned 
are  as  follows: 

( 1 1  Cooked  and  peeled  shrimp  sliaU  be 
stored  at  a  room  temperature  not  ex¬ 
ceeding  35*  F. 

(2)  Raw  headless  shrimp  shaU  be 
stored  at  a  room  temperature  not  ex¬ 
ceeding  35*  F.  except  that  it  may  be 
stmed  at  a  higher  room  temperature  if 
sufficiently  iced  at  aU  times  to  prevent 
spoOage. 

(f)  The  inspector  shaU  identify  each 
record  on  the  thermometer  chart  with 
the  code  mark  of  the  lot  to  which  such 
record  relates  and  the  date  of  such  rec- 
(wd.  17>e  Food  and  I^\ig  Administration 
shsJl  keep  such  charts  for  at  least  5  years, 
and  upon  request  shaU  make  them  avail- 
alUe  to  the  packer. 

(g)  The  packer  shall  keep  for  at  least 
2  years  aU  shipping  records  covering 
shipments  from  each  lot,  and  upon  re¬ 
quest  shaU  furnish  such  records  to  any 
in^MCtor  of  the  Food  and  Eh-ug  Adininis- 
tration. 

§  197.860  Examination  after  procr««.»- 
ing. 

(a)  Adequate  samples  shaU  be  drawn 
by  the  inspector  from  each  lot  of  proc¬ 
essed  shrimp  and  shall  be  examined  to 
determine  whether  or  not  such  proc¬ 
essed  shrimp  conforms  to  aU  require¬ 
ments  of  the  Federal  Food.  Drug,  and 
Cosmetic  Act.  amendments  thereto,  and 
regulations  thereunder. 

(b)  The  packer  shaU  destroy  for  food 
purposes,  under  the  immediate  super¬ 
vision  of  the  inspector,  aU  processed 
shrimp  condemned  by  the  inspector  as 
not  complying  with  i  197.855(a),  or  as 
filthy,  decomposed,  putrid,  or  otherwise 
unfit  for  food. 

§  197.870  Ijibrling. 

(a)  Labels  on  shrimp  packed  and  cer¬ 
tified  under  SS  197.810  through  197.885 
may  bear  a  mark  attesting  to  such  pack¬ 
ing  and  certification.  Depending  upon 
the  type  of  processing,  such  marks,  if 
used.  shaU  read  as  follows: 

(1)  For  canned  shrimp:  “Production 
supervised  by  U.S.  Food  and  Drug  Ad- 
minis  ti-ation.” 

(2)  For  frozen  shrimp:  “Packing  and 
fi-eezing  supervised  by  UB.  Food  and 
Drug  Administration.  Perishable  prod¬ 
uct — ^Not  warranted  against  mishandling 
after  freezing.’’ 

<3»  Pot  fresh,  iced,  or  refrigerated 
shrimp:  “Packing  supervised  by  UB. 
Pood  and  Drug  Administration.  Perish¬ 
able  product — Not  warranted  against 
mishandling  after  packing.’’ 
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Such  marks  if  used  shall  be  plainly  and 
conspicuously  displayed  in  type  of  imi- 
form  size  and  style  on  a  strongly  con¬ 
trasting  uniform  background.  The 
marks  referred  to  in  paragraph  (a)(2) 
and  (3)  of  this  section  shall  not  be 
used  on  the  master  carton  unless  such 
marks  will  be  defaced  by  the  opening 
of  the  cartons. 

(b)  Labels  on  inspected  processed 
shrimp,  other  than  canned  shrimp,  not 
bearing  the  marks  referred  to  in  para¬ 
graph  (a)  (2)  and  (3)  of  this  section, 
and  all  master  cartons  for  inspected 
shrimp  other  than  canned  shrimp,  shall 
bear  the  statement  “Perishable — Keep 
frozen”  or  “Perishable — Keep  refriger¬ 
ated,”  whichever  is  applicable  to  the 
product.  ' 

(c)  Two  proofs,  or  one  proof  and  one 
photostat  thereof,  or  eight  specimens  of 
all  labeling  intended  for  use  on  inspected 
shrimp,  or  on  or  within  the  cases  there¬ 
for,  shall  be  submitted  to  the  Food  and 
Drug  Administration  for  approval.  If 
pr(X)fs  or  photostat  and  proof  are  sub¬ 
mitted,  eight  specimens  of  the  labeling 
shaU  te  sent  to  the  Food  and  Drug  Ad¬ 
ministration  after  printing.  The  Food 
and  Drug  Administration  is  authorized 
to  approve  labeling  for  use  on  or  with 
processed  shrimp  inspected  *  under 
SS  197.810  through  197.885;  approval 
shall  be  subject  to  the  condition  that 
such  ladling  shall  be  so  used  as  to  com¬ 
ply  with  the  provisions  of  the  Federal 
Food,  Drug,  and  Cosmetic  Act,  amend¬ 
ments  thereto  and  regulations  there- 
imder.  The  Focxi  and  Dnig  Administra¬ 
tion  is  also  authorized  to  revoke  any 
such  approval  for  cause.  The  Food  and 
Drug  Administration  shall  not  ai^rove 
labeling  for  processed  shrimp  intended 
fOT  export  imder  the  provisions  of 
S  197.880(e). 

(d)  No  commercial  brand  or  brand 
name  appearing  on  labeling  approved  as 
authorized  under  paragraph  (c)  of  this 
section  and  bearing  the  marks  described 
in  paragraph  (a)  of  this  section,  and  no 
labeling  simulating  any  such  approved 
labeling,  shall  be  used,  after  such  ap¬ 
proval,  on  processed  shrimp  other  than 
that  which  has  been  handled,  prepared, 
packed,  and  stored  in  compliance  with  all 
provisions  of  §§  197.810  through  197.885; 
but  this  section  shall  not  apply  to  any 
packer’s  labeling  not  bearing  such  mai^ 
after  termination  of  inspection  or  with¬ 
drawal  thereof  as  authorized  by  §  197.815 
or  to  any  distributor’s  labeling  not  bear¬ 
ing  such  mark  after  written  notice  by  the 
owner  thereof  to  the  Food  and  Drug 
Administration  that  the  use  of  such 
labeling  on  inspected  processed  shimp 
has  been  discontinued  and  will  not  be 
resumed. 

(e)  Shrimp  labeling  authorized  by 
paragraph  (a)  of  this  section  or  ap¬ 
proved  under  paragraph  (c)  of  this  sec¬ 
tion  shall  be  used  only  as  authorized  by 
§§  197.810  thrmigh  197.885.  Unauthorized 
use  of  such  labeling  renders  the  user 
liable  to  the  penalties  prescribed  by  the 
Federal  Food,  Drug,  and  Cosmetic  Act. 
as  ammded. 


§  197.880  Certilif^tes  of  iiMpcction; 
warehoutiing  and  export  perniha. 

(a)  After  finding  that  the  processed 
shrimp  comprising  any  parcel  has  been 
handled,  prepared,  and  packed  in  com¬ 
pliance  with  all  provisions  of  $§  197.810 
through  197.885.  bears  labeling  approved 
as  authorized  under  S  197.870(c).  and 
complies  with  all  the  provisions  of  the 
Federal  Food,  Drug,  and  Cosmetic  Act, 
amendments  thereto,  and  regulations 
thereunder,  the  inspector  shall  issue  a 
certificate  showing  that  such  processed 
shrimp  so  complies.  The  certificate 
shall  specify  the  code  marks  to  which 
it  applies,  the  quantity  of  the  parcel  so 
marked,  the  place  where  such  parcel  is 
stored,  the  size  of  the  shrimp,  the  size 
and  kind  of  containers,  the  type  of  pack, 
the  commercial  brand  name  on  the  la¬ 
bels,  the  quality  grade  of  the  shrimp 
if  it  is  fancy,  the  condition  of  the 
shrimp  if  it  is  broken  or  if  it  is  sub¬ 
standard  in  fill  and  the  destination  of  the 
lot  if  known.  Such  certificate  shall  be¬ 
come  void  if  such  labeling  is  removed, 
altered,  obliterated,  or  replaced,  or  if 
mishandling,  improper  storage,  or  other 
circiunstances  so  change  the  product 
that  it  no  longer  complies  with  the  re¬ 
quirements  for  the  issuance  of  a  cer¬ 
tificate;  but  such  processed  shrimp  may 
be  relabeled  under  the  supervisitm  of  an 
inspector  and  recertified  if  the  inspector 
finds  that,  after  being  relabeled,  it  com¬ 
plies  with  the  requirements  laid  down 
by  this  paragraph  for  the  issuance  of 
a  certificate. 

(b)  Unless  covered  by  certificate,  proc¬ 
essed  shrimp  shall  be  moved  from  an 
inspected  establishment  only  for  storage 
authorized  under  paragraph  (c)  of  this 
section,  or  for  export  authorized  under 
paragraph  (e)  of  this  section,  or  for 
destruction  as  provided  by  §  197.860(b). 

(c)  Applications  to  move  unlabeled 
processed  shrimp  for  storage  in  a  ware¬ 
house  or  cold  storage  plant  elsewhere 
than  in  the  establishment  where  such 
shrimp  was  processed  shall  be  on  forms 
supplied  by  the  Food  and  Drug  Adminis¬ 
tration.  The  application  shall  give  the 
name  and  location  of  the  warehouse  or 
cold  storage  plant  in  which  such  proc¬ 
essed  shrimp  is  to  be  stored,  and  shall  be 
accompanied  by  an  agreement  signed  by 
the  operator  of  such  warehouse  or  cold 
storage  plant  that  inspectors  shall  have 
free  access  at  all  times  to  all  processed 
shrimp  so  stored  and  that  conditions 
which  will  preserve  the  identity  of  each 
parcel  of  such  processed  shrimp  shall  be 
continuously  maintained  pending  issu¬ 
ance  of  a  certificate  thereon  or  removal 
as  authorized  by  paragrai^  (d)  of  this 
section.  If  such  application  is  approved 
and  it  appears  to  the  inspector,  that  the 
processed  shrimp  comprising  any  parcel 
has  been  packed  in  compliance  with 
§§  197.810  through  197.885  and  conforms, 
except  for  the  absence  of  labeling,  to  all 
requirements  of  the  Federal  Food,  Drug, 
and  Cosmetic  Act,  amendments  thereto, 
and  regulations  thereunder,  the  inspector 
shall  issue  to  the  applicant,  on  his  re¬ 
quest.  a  warehousing  permit  covering 


such  processed  shrimp.  Such  permit 
shall  specify  the  code  marks  to  which  it 
applies,  the  quantity  of  the  parcel  so 
marked,  the  places  from  and  to  which 
such  parcel  is  to  be  moved,  the  size  of  the 
shrimp,  the  size  and  kind  of  containers, 
the  type  of  pack,  whether  or  not  it  is 
fancy  grade,  the  condition  of  the  shrimp 
if  it  is  broken  or  if  it  is  substandard  in 
fill,  and,  if  such  be  the  case,  that  it  is 
intended  for  export  under  paragraph  <e) 
of  this  section.  When  any  provision  of 
the  agreement  is  violated,  the  Food  and 
Drug  Administration  may  revoke  any 
permit  issued  pursuant  to  such  agree¬ 
ment,  and  may  also  revoke  its  approval 
of  the  application  for  warehousing  or 
cold  storage  which  accompanied  such 
agreement. 

(d)  Unless  covered  by  certificate, 
processed  shrimp  stored  under  the  au¬ 
thority  of  pm-agraph  (c)  of  this  section 
shall  be  moved  from  the  warehouse  or 
cold  storage  plant  where  stored  only  for 
re-.storage  under  such  authority,  or  for 
return  upon  written  permission  of  the 
Inspector  to  Uie  establishment  where 
processed,  or  for  export  authorized  under 
paragraph  (e)  of  this  section,  or  for  de¬ 
struction  as  provided  by  S  197.860(b). 

(e)  An  application  to  export  processed 
shrimp  under  the  provisions  of  section 
801(d)  of  the  act  shall  be  accompanied 
by  the  original  or  a  verified  copy  of  the 
specifications  of  the  foreign  purchaser; 
if  required  by  the  Food  and  Drug  Ad¬ 
ministration.  evidence  showing  that 
such  processed  shrimp  is  not  in  confiict 
with  the  laws  of  the  country  to  which  it 
is  intended  for  export;  and,  if  shipment 
of  labeled  processed  shrimp  is  specified 
or  directed,  eight  specimens  of  the  label¬ 
ing  thereftw.  If  processed  shrimp  pre¬ 
pared  or  packed  according  to  such  speci¬ 
fications  is  not  in  confiict  with  the  laws 
of  such  country,  the  Food  and  Drug  Ad¬ 
ministration  shall  direct  the  inspector  to 
issue  to  the  applicant  an  export  permit 
covering  such  processed  shrimp  compris¬ 
ing  any  parcel  ordered  by  such  pur¬ 
chaser  imder  such  specifications  when 
the  inspector  finds  that  such  processed 
shrimp  was  packed  in  compliance  with 
the  requirements  of  SS  197.810  through 
197.885  regarding  sanitary  conditions 
and  processing;  is  not  filthy,  decom¬ 
posed,  putrid,  or  otherwise  unfit  for 
food,  accords  to  such  specifications;  and 
is  labeled  on  the  outside  of  the  shipping 
package  to  show  that  it  is  intend^  for 
export.  Such  permit  shall  specify  the 
code  marks  to  which  it  applies  and  the 
quantity  of  the  parcel  so  marked,  and 
shall  show  that  such  processed  shrimp 
was  packed  under  sanitary  conditimis, 
is  wholesome,  and  accords  to  such  speci¬ 
fications.  The  applicant  shall  furnish 
to  the  inspector  documentary  evidence 
showing  the  exportation  of  all  such  proc¬ 
essed  shrimp. 

§  197.885  Inspection  fees. 

(a)(1)  Except  as  otherwise  provided 
by  the  regulations  in  this  part,  an  Initial 
payment  of  $500.00  shall  accompany 
each  application;  thereafter,  eight  addl» 


FCDNAL  register,  VOL.  42,  NO.  50 — TUESDAY,  MARCH  15,  1977 


RUL€S  AND  REGULATIONS 


14669 


tional' advance  paymaits  of  $500.00  shall 
be  made  on  or  before  the  first  day  of 
each  month  beginning  July  1  and  con¬ 
tinuing  through  February  1  for  the  reg¬ 
ular  inspection  period;  except  that  the 
Food  and  Drug  Administration  may  re¬ 
quire  the  full  amount  of  advance  pay¬ 
ments  prescribed  by  this  paragraph  to 
accompany  the  aiHilication  of  an  appli¬ 
cant  who  has  defaulted  in  any  payment 
due  for  any  prior  packing  season. 

(2^)  Whenever  it  is  determined,  with¬ 
out  hearing,  by  the  Food  and  Drug  Ad¬ 
ministration  that  an  establishment 
having  the  inspection  service  has  been 
damaged  by  wind,  fire,  flood,  or  other 
calamity,  to  such  an  extent  that  pack¬ 
ing  operations  cannot  be  resiuned  before 
the  end  of  the  fiscal  year  then  current, 
no  advance  payments  falling  due  after 
such  calamity  shall  be  required  from  the 
packer  for  that  fiscal  year;  but  whenever 
it  is  determined,  without  hearing,  by  the 
Food  and  Drug  Administration  that  an 
establishment  having  the  inspection 
service  has  been  so  damaged  by  any  such 
calamity  that  operations  must  be  sus¬ 
pended  temporarily,  but  can  be  resumed 
before  the  end  of  the  fiscal  year  then 
current,  advance  payments  falling  due 
after  such  calamity  and  before  the 
month  of  resumption  of  operations  shall 
be  postponed  imtll  operations  are  re¬ 
sumed.  and  thereupon  shall  be  paid  in 
equal  monthly  installments  during  the 
period  between  the  time  of  resumptimi 
of  operations  and  June  1  of  the  fiscal 
year  then  current:  Provided,  That  in  the 
event  of  a  determination  described  in 
paragraph  (a)  (2)  of  this  section  the  to¬ 
tal  payments  and  dQX>sit8  made  by  the 
packer  involved  shaU  be  charged  with 
the  cost  of  the  service  made  available  for 
the  establishment  without  regard  to  the 
method  provided  hereinafter  for  com¬ 
puting  charges  against  payments  and 
deposits  for  shrimp  received,  and  the 
balance  of  the  total  payments  and  de¬ 
posits  for  shrimp  received  remaining 
after  such  charges  shall  be  refunded  by 
the  Administration  to  the  packer  after 
the  completion  of  the  fiscal  year. 

(3)  Each  application  for  an  extension 
inspection  period  of  1  month  shall  be 
accompanied  by  a  payment  of  $600.00. 
and  at  subsequent  monthly  intervals 
thereafter  additional  payments  of 
$600.00  shall  be  made;  but  if  the  final 
payment  is  to  cover  a  period  of  less  than 
30  days,  then  such  payment  shall  be  at 
the  rate  of  $20.00  for  each  day  of  such 
period. 


(bXl)  In  addition  to  the  payments 
prescribed  in  paragraph  (a)  of  this  sec¬ 
tion,  advance  deposits  based  up<m  the 
quantity  of  shrimp  received  by  the  sub¬ 
scribing  establishment  shall  be  made  to 
underwrite  adequately  the  cost  of  the 
inspection  service.  Such  deposits  shall 
be  paid  in  advance  in  amounts  of  not 
less  than  $300.00,  unless  the  Food  and 
Drug  Administration  on  an  estimate  of 
receipt  of  shrimp  authorizes  other 
amounts,  and  shall  be  computed  at  the 
rate  of  20  cents  per  100  pounds  of  whole 
raw  shrimp,  or  35  cents  per  100  pounds 
of  raw  headless  shrimp,  received  by  the 
plant.  For  the  purposes  of  this  section, 
the  quantity  of  shrimp  received  by  an 
establishment  shall  be  determined  by 
weighing  on  a  suitable  scale  immediately 
after  such  shrimp  leaves  the  initial  in¬ 
spection  belt:  Provided,  however.  That 
other  arrangements  for  determining  ac¬ 
curately  the  weight  of  shrimp  received 
may  be  employed  if  approved  in  advance 
by  the  Food  and  Drug  Administration. 
A  record  of  such  weights  shall  be  main¬ 
tained  and  made  available  to  the  inspec¬ 
tor  upon  his  request.  Any  advance  de¬ 
posits  in  excess  of  those  required  for 
actual  shrimp  received  for  the  fiscal  year 
(July  1  through  June  30)  shall  be  re¬ 
funded  to  the  packer  by  the  Food  and 
Drug  Administration  after  the  comple¬ 
tion  of  the  fiscal  year. 

(2)  Deposits  for  shrimp  received  as 
computed  under  paragraph  (b)(1)  of 
this  section,  together  with  production 
deposits  prescribed  for  oysters  canned 
under  §  197.385(b)(1),  shall  be  charged 
with  the  balance  of  the  total  cost  of  the 
inspection  service  that  has  not  been  pro¬ 
vided  for  by  the  combined  total  payments 
under  paragraph  (a)  of  this  section  and 
S  197.385(a),  in  the  case  of  canned  oys¬ 
ters.  The  balance  of  the  deposits  remain¬ 
ing  for  shrimp  received  after  such 
charges  have  l^en  made  shall  be  re¬ 
funded  by  the  Food  and  Drug  Adminis¬ 
tration  to  the  packers  after  the  comple¬ 
tion  of  the  fiscal  year,  in  the  ratio  which 
each  packer’s  deposits  for  shrimp  re¬ 
ceived  and  production  deposits  for  oys¬ 
ters  canned  bears  to  the  combined  total 
of  such  deposits  for  shrimp  received  and 
oysters  canned  by  all  packers  for  the 
fiscal  year. 

(3)  When  inspection  service  is  with¬ 
drawn  from  an  establishment  as  author¬ 
ized  under  §  197.815(a),  the  Food  and 
Drug  Administration  shall  not  return  to 
the  packer  any  advance  payments  and/ 
or  deposits  required  to  the  date  of  wlth- 
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drawal  of  the  service.  Such  payments 
and/or  deposits  shall  be  charged  with 
the  cost  of  the  service  made  available 
for  the  establishment,  without  regard  to 
the  method  described  in  this  section,  and 
the  balance  which  would  have  accrued  to 
such  packer  shall  remain  to  the  credit 
of  the  Food  and  Drug  Administration  in 
the  special  account  “Salaries  and  Ex¬ 
penses.  Certification  and  Inspection 
Services.” 

(c>  A  separate  fee  shall  be  paid  to 
cover  all  expenses,  incurred  in  accord¬ 
ance  with  the  regulations  of  the  United 
States  Government  for  salary,  travel, 
subsistence,  and  other  purposes  incident 
to  inspection  described  under  §  197.825 
(b)  of  suppliers  of  any  materials  to  es¬ 
tablishments  under  the  inspection  serv¬ 
ice  or  for  the  purpose  of  issuing  a  cer¬ 
tificate  or  warehousing  or  export  permit 
on  processed  shrimp  stored  or  held  at  any 
place  other  than  an  establishment  to 
w’hich  a  seafood  inspector  is  then 
assigned. 

(d)  When  the  processing  plant  and 
the  warehouse  or  cold  storage  plant  of 
an  establishment  are  located  at  Afferent 
points  of  such  distance  apart  that  trans¬ 
portation  between  them  is  required  for 
the  inspector  to  perform  his  duties  in 
the  establishment,  the  packer  shall  fur¬ 
nish  such  transportation  or  shall  pay  a 
separate  fee  to  cover  all  expenses 
therefor. 

(e)  All  payments  required  by  the  reg¬ 
ulations  in  this  part  shall  be  by  bank 
draft  or  certified  check  collectible  at  par 
drawn  to  the  order  of  the  Food  and  Drug 
Administration,  and  payable  at  Wash¬ 
ington,  DC.  All  such  drafts  and  checks, 
except  those  for  the  payment  required  by 
$  197.810(a),  shall  be  delivered  to  the 
inspector  and  promptly  scheduled  to  the 
Food  and  Drug  Administration,  Depart¬ 
ment  of  Health,  Education,  and  Wel¬ 
fare,  Washington.  DC.  whereupon  after 
appropriate  records  thereof  have  been 
made,  they  shall  be  transmitted  to  the 
Chief  Disbursing  Officer,  Division  of  Dis¬ 
bursement.  Treasury  Department,  for 
deposit  to  the  special  account.  “Certifi¬ 
cation  and  Inspection  Services.  Food  and 
Drug  Administration.” 

(f>  All  refunds  to  the  packers  shall  be 
by  check  drawn  on  the  Treasury  of  the 
United  States  pursuant  to  refund  vouch¬ 
ers  duly  certified  and  approved  by  the 
designated  administrative  officers. 
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if  any  changes  have  been  made  in 
certain  titles  of  the^^ODE  OF 
FEDERAL  REGUUTIONS  without 
reading  the  Federal  Register  every 
day?  If  so,  you  may  wish  to  subscribe 
to  the  “Cumulative  List  of  CFR 
Sections  Affected,”  the  “Federal 
Register  Index,”  or  both. 

Cumulative  List  of  CFR  Sections  Affected 

$10.00 

per  year 

The  “Cumulative  List  of  CFR  Sections 
•  Affected"  is  designed  to  lead  users  of 
^  the  Code  of  Federal  Regulations  to 

^  amendatory  actions  published  in  the 
^  ^  '  Federal  Register,  and  is  issued 
monthly  in  cumulative  form.  Entries 
indicate  the  nature  of  the  changes. 


Federal  Register  Index 


$8.00 

per  year 
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Indexes  covering  the 
contents  of  the  dally  Federal  Register  are 
issued  monthly,  quartecly,  and  annually. 
Entries  are  carried  primarily  under  the 
names  of  the  issuing  agencies.  Significant 
subjects  are  carried  as  cross-references. 


A  finding  aid  is  included  in  each  publication  which  lists 
Federal  Register  page  numbers  wfith  the  date  of  publication 

in  the  Federal  Register. 

Note  to  FR  Subscribers:  FR  Indexes  and  the 
“Cumulative  List  of  CFR  Sections  Affected"  will  continue 
to  be  mailed  free  of  charge  to  regular  FR  subscribers. 
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Mail  order  form  to: 

Superintendent  of  Documents,  U.S.  Government  Printing  Office,  Washington,  D.C.  20402 

There  is  enclosed  $ - 4or -  -  subscription(s)  to  the  publications  checked  below: 

.  CUMULATIVE  UST  OF  CFR  SECTIONS  AFFECTED  <$10X0  a  year  domestic;  $t2.S0  foreign) 

.  FEDERAL  REGISTER  INDEX  ($8.00  a  year  domestic;  $10.00  foreign) 

Name  . . 

Street  Address 

City  State 

Make  check  p»y»bl*  to  the  Superintendent  of  Documents 
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